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PART A
RISK MANAGEMENT

1 Details of the application

1.1 Application background

This application was submitted by Globachem NV in December 2023.

The application is for approval of GLOB2111F, an emulsifiable concentrate (EC) containing 125 g/L
bixafen for use as a fungicide in winter and spring cereals in the Central Zone for which the Poland was
designated zZRMS.

1.2 Letters of Access

The dossier contains no letters of access.

1.3 Justification for submission of tests and studies

This application was made in accordance with the article 33 of the Regulation 1107/2009. It follows the
data requirements for the active substances laid down in Regulation (EC) No. 283/2013 and the data re-
quirements for the plant protection product laid down in Regulation (EC) No. 284/2013.

14 Data protection claims

Data protection is claimed for all documents and data included in this dossier. No part of the document or
any information contained therein may be disclosed to any third party without the prior written authorisa-
tion of Globachem NV.

2 Details of the authorization decision
2.1 Product identity

Product code GLOB2111F

Product name in MS Starinta

Authorization number /

Function Fungicide

Applicant Globachem NV.

Active substance(s) Bixafen— 125 g/L

(incl. content)

Formulation type Emulsifiable Concentrate (EC)
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Packaging 0.250, 0.500, 1, 2, 3, 5, 10, 15,20 L HDPE/PA, HDPE/F

Coformulants of concern for -
national authorizations

Restrictions related to identiy -

Mandatory tank mixtures -

Recommended tank mixtures -

2.2 Conclusion

The evaluator also verified whether the co-formulants contained in plant protection product Starinta
(Product code: GLOB2111F) are listed in Annex III to Regulation (EC) No 1107/2009 and/or could be
considered unacceptable based on the criteria indicated in the Annex to the Commission Implementing
Regulation (EU) 2023/574 of 13 March 2023.

Based on the currently available MSDSs and other information provided by applicant or manufacturer of
co-formulant, the product Starinta (Product code: GLOB2111F) does not contain any unacceptable co-
formulant/ingredient listed in the Commission Regulation (EU) 2021/383 amending Annex III to Regula-
tion (EC) No 1107/20009.

According to the current knowledge and available information none of the co-formulants in the plant pro-
tection product Starinta (Product code: GLOB2111F) meets the Annex to Regulation (EU) 2023/574 cri-
teria for identification of co-formulants that are unacceptable for inclusion in a plant protection products.
Taking this into account, none of the co-formulants/ingredients in this product is considered to be a can-
didate for inclusion in Annex III of Regulation (EU) 1107/2009.

Efficacy: The evaluation of the application for Starinta resulted in the decision to grant conditional au-
thorization. Acceptable evidence was only provided against SEPTTR on wheat and RHYNSE on barley,
with the possibility to extrapolate the data to other crops (see GAP table for details). This is because there
are not enough efficacy trials that fit the proposed uses with one application. Typically, two treatments of
GLOB2111F have been made, exceeding the recommendations proposed in the GAP. Where possible,
results obtained after the first application (0-DAB) were included in this evaluation. Like all other SDHIs,
GLOB2111F must only be used as a tank-mix partner with no cross-resistance to this product. For PL,
further data are required for the use of GLOB2111F in combination with other fungicides (tank-mix part-
ners) according to the claimed uses. This would consist of at least three fully supportive trials for each
tank-mix partner, demonstrating acceptable levels of infestation and disease control of SEPTTR on wheat
and RHYNSE on barley.

23 Substances of concern for national monitoring

There are no substances of concern for national monitoring.

24 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: Skin Irrit. 2, Eye f#it: Dam. 1., Aquatic Acute 1, Aquatic Chronic 1
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The following labelling information is derived from the classification and to be mentioned in the safety
data sheet. The information which is determined for the label is formatted bold:

Hazard pictograms:

GHSO05 GHSO67
Signal word: Danger
Hazard statement(s): H315 - Causes skin irritation
H318 - Causes serious eye damage
Precautionary statement(s): P264 - Wash hands, forearms and face thoroughly after handling
P280 - Wear protective gloves, protective clothing, eye protection/face
protection

P302+P352 - IF ON SKIN: Wash with plenty of water/soap
P305+P351+P338 - IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue rinsing
P310 - Immediately call a POISON CENTER or doctor

P32}

P332+P313 - If skin irritation occurs: Get medical advice/attention
P362+P364 - Take off contaminated clothing and wash it before reuse

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions
for use. [EUH401]
Contains: N-Octyl-2-pyrrolidone

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

EUH401 To avoid risks to man and the environment, comply with the instructions for use.
2.4.2 Standard phrases under Regulation (EU) No 547/2011
SP 1 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).

SPe3 To protect aquatic organisms respect an unsprayed buffer zone of 5 m to surface water
bodies or 50% drift reduction nozzle.

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

2.5 Risk management

2.5.1 Restrictions linked to the PPP

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

Operator protection:

P280 Wear protective gloves, |protective clothing, eye protection/face protection.

Worker protection:
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Integrated pest management (IPM)/sustainable use:

Environmental protection

SP 1 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

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

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

Integrated pest management (IPM)/sustainable use:

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.
Environmental protection: Relevant for use no.
SPe3 50% drift reduction nozzles or 5 m buffer zone All uses
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2.6

Intended uses (only NATIONAL GAP)

GAP rev. 1.0, date: 2023-November-28

PPP (product name/code): Starinta / GLOB2111F Formulation type: EC (a, b)
Active substance 1: Bixafen Conc. of as 1: 125 g/L (¢)
Active substance 2: / Conc. of as 2: /(c)
Safener: / Conc. of safener: /(c)
Synergist: / Conc. of synergist: /(c)
Applicant: Globachem NV Professional use: X
Zone(s): central (d) Non professional use: ]
Verified by MS: yes/no
Field of use: fungicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) or situation Fn, |controlled — — (days)
Fpn Method | Timing / Growth stage | Max. Min. interval | L product/ha kg as/ha Water e.g. g safener/synergist
(crop destination / |G, (additionally: developmental |/Kind | of crop & season number | between a) max. rate per L/ha per ha
purpose of crop) Gn, |stages of the pest or pest a) per use | applications | appl. a) max. rate per 0}
Gpn | group) b) per (days) b) max. total rate | appl. min /
or crop/ per crop/season | b) max. total rate | max
I season per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL Winter wheat F -einieStr Normal | BBCH 30— 61 a) 1 / a) 1 a) 0.125 100- |/
Triticum aestivum PHEEST down- |BBCH30—33 b) 1 b) 1 b) 0.125 300
winter / Triticum Zymoseptoria tritici ward
durum winter (SEPTTR) spraying
(TRZAW/TRZDW) Parastagonospora nodorum
( P
HECERE
B lumericreminis
ERYSCGRY
2 PL Winter-wheat E Fusarinnrsp- Nogad | BBEH-6—6Y -t 4 - -2s Hab— 4
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e

3 PL Winter barley e Normal |BBCH 30-61 a)l a)l a) 0.125 100 -
Hordeum vulgare PUCCHD) down- |BBEH36—33 b) 1 b) 1 b) 0.125 300
winter Pyrenophorateres ward
(HORVW) spraying

Rhynchosporium secalis
(RHYNSE)

ERYSGRY

2 lesrics e oni
(RAMUCC)

4 PL Winterbarley Jvsetritesp. Normal | BBCH-601 @ ayl )02 +00--
Hordeunivilsare HLSASP) down- byt byt by 023 300
winter ward

- i .

5 PL Winter rye Rhynchosporium secalis Normal |BBCH 30— 61 a)l a)l a) 0.125 100 -
Secale cereale winter (RHYNSE) down- |BBCH36—33 b) 1 b) 1 b) 0.125 300
(SECCW) Pueciniarecondita ward

PLCCREY spraying
B . s
(ERYSGR)
SEcew) ward
spraying

7 PL Triticale winter Rhynchosporium secalis Normal | BBCH 30 - 61 a)l a)l a) 0.125 100 -
Triticale sp. winter (RHYNSE) down- |BBCEH36—33 b) 1 b) 1 b) 0.125 300
(TTLWI) Parastagonospora nodorum | ward

LEPTNOY spraying
@UCCST)
Zymoseptoria tritici
(SEPTTR)
HERASGHRY
(TTLWD ward
pf’liliﬂ E;
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avende Spraying
(PUCCCA)
D ; ; i
(PYRNAV)
10 PE Fusarivnm sp. Normal | BBCH 61 a)l ayl a) 0125 100- |/
(FUSASP) down- b) 1 bt b)0.125 300
ward
spraying
oy e | i B F
BBCH30—33

2 PE Spring wheat Normal | BBCIT 61 —69 a)l a)l a)0.125 100- |/
{TRZASTRZDS)

13 PL Spring barley Puceinia-horder Normal |BBCH 30-61 a)l a)l a) 0.125 100 - /
Hordeum vulgare (PUCCHD) down- |BBCEH306—33 b) 1 b) 1 b) 0.125 300
spring Prrenophoraieres ward
(HORVS) spraying

Rhynchosporium secalis
(RHYNSE)
(ERYSGR)
Rewnmlaricecollo-eveni
(RAMBCEY

14 PL Spring barley Fusariun sp. Normal | BBCH 61 a)l a)l a)0.125 100- |/
Hordeum vulgare e e et etk e S
NP ward
(HORVS) Spraying

. - N I B F

BBCH 3033
Putrevtesotionpoii-iodorin
(LEPTNO)
Puceinia-striiform
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(SEPTFR)
B o eresminis
HRASERY
% 2 Frtteatosprine E LS Nowanal | BBEH-6—6Y e+ -t H-O2S +06~
e ward
spraying
19 2 Oats—~pring E Bl S ri Nowsnal | BBEH3—6+ e+ -t H-O2S +06~
avenae spraying
B
D , ; i
PYRNAVY
(AVESP) ward
spraying
21 PL Spelt F B Normal | BBCH 30-61 a) 1 a) l a) 0.125 100 -
Triticum spelta (PLECREY down- |BBCH30—33 b) 1 b) 1 b) 0.125 300
(TRZSP) Pucciniastriiformis ward
(PUCCST) spraying
Prrenophora-teres
Zymoseptoria tritici
(SEPTTR)
PLECRT)
B . o
HRYSGRY
22 PL Spelt E Jusarinnesp. Normal | BBCH-61—69 ayt ayl a) 023 +00--
(TRZSP) ward
Minor uses according to Article 51 (zonal uses)
33 PL Spring rye F Rhynchosporium secalis Normal |BBCH 30— 61 a) l a)l a) 0.125 100 -
Secale cereale spring (RHYNSE) down- b) 1 b) 1 b) 0.125 300
(SECCS) Puccinia recondita ward
(PUCCRE) spraying
Blumeria graminis
(ERYSGR)
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34 PL Spring rye F Fusarium sp. Normal |BBCH 61— 69 a) l / a) 1 a) 0.125 100 - /
Secale cereale spring (FUSASP) down- b) 1 b) 1 b) 0.125 300
(SECCS) ward
spraying
Remarks (a)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(¢) gkgorg/l (f)  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.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of ap-
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use plication
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10 For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.
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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 brownish yellow liquid, with a mild aromatic
odour. It is not explosive, has no oxidising properties. The product is not flammable. It has a self-ignition
temperature of 361.1 °C. In aqueous solution, it has a pH value around 5.76 at 25 °C. There is no effect of
low and high temperature on the stability of the formulation, since after 7 days at 0 °C and 14 days at 54
°C, neither the active ingredient content nor the technical properties were changed. The stability data in-
dicate a shelf life of at least 2 years at ambient temperature when stored in HDPE/PA, HDPE/F. lts tech-
nical characteristics are acceptable for a emulsifiable concentrate formulation.

The intended concentration of use is 0.33% to 1.0%.

3.2 Efficacy (Part B, Section 3)

3.21 Efficacy data

GLOB2111F contains 100 g/L of the active substance bixafen. It is formulated as an emulsifiable concen-
trate (EC). It is to be used as a fungicide on cereals. Bixafen is a well-known active substance, used for
many years in cereals, either in straight formulation or in ready mixtures.

The maximum proposed label rate for GLOB2111F is 1 L/ha with maximum 1 application at BBCH stag-
es according to the target diseases. From the presented results it can be clearly concluded that
GLOB2111F at the recommended rates provides control of various fungal diseases, equivalent to a range
of commercial standards being crop safe as well. For increased control levels and in order to avoid re-
sistance build-up, the use is recommended in mixture with active substances with different mode of ac-
tion.

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

GLOB2111F is based on a single active substance: Bixafen. Bixafen belongs to SDHI fungicides (FRAC
group 7). All fungicides of this group inhibit complex II of the fungal mitochondrial respiration by bind-
ing and blocking SDH-mediated electron transfer from succinate to ubiquinone.

According to the FRAC Code List (2020) Resistance to SDHI fungicides is known for several fungal
species in field populations and lab mutants. Target site mutations in sdh gene, e.g. H/Y (or H/L) at 257,
267, 272 or P225L, dependent on fungal species. Members of the SDHI group of fungicides require re-
sistance management. Also according to FRAC, the application of fungicides with different modes of
action in mixtures (both ready formulations and tank mixtures) and the alternation between non-cross-
resistant fungicide classes are both suitable approaches to minimize the risk of resistance development
alongside good agronomic practices.

Based on this information, it is considered that the risk of resistance development is medium for
GLOB2111F. The limitation of one application per season and combination of GLOB2111F with a mix-
ing partner decreases the agronomic risk and can be regarded as resistance risk modifiers. Thus, if the
resistance management strategy is respected, resistance can be kept under control, bringing the risk to an
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acceptable level.

3.2.3 Adverse effects on treated crops

Plant protection products containing bixafen have been applied to a wide variety of crops in different
countries for many years without any reports of damage symptoms to the crops. Consequently, reference
is made to the efficacy trials (KCP 6.2).

Enough data to study the adverse effects on treated crops of GLOB2111F has been submitted and demon-
strate the safe use of GLOB2111F. No significant adverse effects were recorded at the proposed dose
rates in any trial on the target cereals.

GLOB2111F contains 125g/L of the active substance bixafen. It is formulated as an emulsifiable concen-
trate (EC). It is to be used as a fungicide in cereals. The proposed maximum rate of the product is 1.0
L/ha with a maximum of one applications per crop/season with a water content of 100 — 300 L/ha.

Minimum effective dose:
Based on the results of trials in North East zone, the 1.0 1/ha dose of GLOB2111F provided the optimum
overall reduction and should be considered an acceptable solution for the major cereal diseases claimed.

Efficacy tests

Acceptable evidence was only provided against SEPTTR on wheat and RHYNSE on barley, with the
possibility to extrapolate the data to other crops (see GAP table for details). Like all other SDHIs,
GLOB2111F must only be used as a tank-mix partner with no cross-resistance to this product. For PL,
further data are required for the use of GLOB2111F in combination with other fungicides (tank-mix part-
ners) according to the claimed uses. This would consist of at least three fully supportive trials for each
tank-mix partner demonstrating acceptable levels of infestation and disease control of SEPTTR on wheat
and RHYNSE on barley.

Yield and Yield parameters:

The data summarized across all EPPO climatic zones confirmed that GLOB2111F applied at the proposed
label rate of 1.0 L/ha with a maximum of one application per season had no adverse effect on yield and
yield quality parameters

Information on possible occurrence of the development of resistance:

The applicant addresses all points of the EPPO Standard PP 1/213 (Resistance risk analysis) to evaluate
the possible actual resistance risk of Bixafen. Based on FRAC assessment the applicant stated the risk of
resistance for bixafen as medium to high and a special resistance management system must be used for
the application of the product.

As with all SDHIs, GLOB2111F must only be used as a tank-mix partner with no cross-resistance to this
product.

Phytotoxicity to host crop:
Phytotoxicity symptoms in crops tested caused by the application of GLOB2111F were not observed in
any of the efficacy trials reported by the applicant.

Adbverse effects on succeeding or adjacent crops:

GLOB2111F had no adverse effects on the crops tested as observed in germination or vegetative vigour
tests with any of the plant species. GLOB2111F does not pose a risk to succeeding or adjacent crops and
justifies the recommendation of no restrictions on succeeding or adjacent crops when using GLOB2111F.
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3.24 Observations on other undesirable or unintended side-effects

Based on the presented results and on the experience with the active substance, it is highly unlikely that
the product will cause any damage to succeeding or adjacent crops and no mitigation measures are there-
fore proposed.

There were no adverse effects on beneficial and other non-target organisms observed in any of the effec-
tiveness trials conducted.

33 Methods of analysis (Part B, Section 5)

Analytical methods for bixafen in plant, animal, water, air, soil and in the formulation GLOB2111F are
available.

3.3.1 Analytical method for the formulation

Analytical methods for determination of bixafen in GLOB2111F were not evaluated as part of the EU
review of the active substances. Therefore, all relevant data are provided and are considered adequate. An
HPLC-DA method was submitted to analyse the active ingredient content in the formulation. This method
was successfully validated in terms of specificity, linearity, accuracy and repeatability according to
SANCO/3029/99 rev. 5.

3.3.2 Analytical methods for residues

All analytical methods are active substance data and were provided in the EU review of bixafen and were
considered adequate.

Sufficiently sensitive and selective analytical methods are available for all analytes included in the resi-
due definitions [EFSA Scientific Report (2008) 140, 1-74; EJ 2010; 8(3):1523; EJ 2010; 8(4):1565)]. All
details with the overall conclusion are included in part B Section 5 of the present Registration Report.

34 Mammalian toxicology (Part B, Section 6)

3.4.1 Acute toxicity

The toxicological classification of GLOB2111F is based on theoretical calculations according to Regula-
tion 1272/2008 as well as an in vitro testing carried out with the closely related formulation
GLOB2020aF. Reference is made to the Part C for theoretical calculations and the dRR part B6 for the in
vitro test. Based on data provided, product GLOB2111F should be classified as Skin Irrit. 2 H315, Eye
Dam. 1 H318.

34.2 Operator exposure

Operator exposure to GLOB2111F was not evaluated as part of the EU review of bixafen. Therefore, all
relevant data and risk assessments are provided here and are considered adequate.
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Operator exposure for bixafen was assessed against the AOEL agreed in the EU review of 0.13 mg a.i./kg
bw/d using the online calculator tool provided by EFSA (calculator version: opex v 1.0.1)..

The default dermal absorption values defined in the EFSA Guidance on Dermal Absorption (EFSA Jour-
nal 2017; 15(6):4873) were used for the concentrate as well as for the spray dilution.

According to the model calculations, it can be concluded that the risk for the operator using GLOB2111F
on cereals is acceptable under conditions of intended use when the workwear is worn.. Wearing adequate
work clothing, ae-PPE, the risk is 94.7% of systemic AOEL and with PPEL{gloves during mixing, loading
and application}, the risk is 11.0% of systemic AOEL. Based on hazard classification of the product it is
recommended for operator to wear workwear, protective gloves, eye protection or face protection during
mixing/loading.

343 Worker exposure

Worker exposure to GLOB2111F was not evaluated as part of the EU review of bixafen. Therefore, all
relevant data and risk assessments are provided here and are considered adequate.

Worker exposure for bixafen was assessed against the AOEL agreed in the EU review of 0.13 mg a.i./kg
bw/d using the online calculator tool provided by EFSA (calculator version: opex v 1.0.1)..

The default dermal absorption values defined in the EFSA Guidance on Dermal Absorption (EFSA Jour-
nal 2017; 15(6):4873) were used for the concentrate as well as for the spray dilution.

According to the model calculations, it can be concluded that the risk for the worker usirg during re-entry
activities on area treated with GLOB2111F on cereals is acceptable under conditions of intended use
without PPE, but the worker should wear an adequate workwear within good agricultural practice. As a
standard rule, it should be mentioned on the label that treated crops should not be re-entered before spray
deposits on leaf surfaces have completely dried. Without workwear the risk is 84.1 % of systemic AOEL.
Wearing adequate work clothing, re-PPE; the risk is 9.4%.

3.4.4 Bystander and resident exposure

Resident exposure to GLOB2111F was not evaluated as part of the EU review of bixafen. Therefore, all
relevant data and risk assessments are provided here and are considered adequate.

Resident exposure for bixafen was assessed against the AOEL agreed in the EU review of 0.13 mg a.i./kg
bw/d using the online calculator tool provided by EFSA (calculator version: opex v 1.0.1).

The default dermal absorption values defined in the EFSA Guidance on Dermal Absorption (EFSA Jour-
nal 2017; 15(6):4873) were used for the concentrate as well as for the spray dilution.

According to the revised model calculations, ¥t is concluded that there is no undue risk to any resident
after longer-term exposure to bixafen. The risk is #35:4% 20.4% of systemic AOEL for children and 6:6%
to 7.6% for adults.

No bystander risk assessment is required for PPPs that do not have significant acute toxicity or the poten-
tial to exert toxic effects after a single exposure. Exposure in this case will be determined by average ex-
posure over a longer duration, and higher exposures on one day will tend to be offset by lower exposures
on other days. Therefore, exposure assessment for residents also covers bystander exposure.

It is concluded that there is no undue risk to bystanders and residents after exposure to GLOB2111F.
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3.5 Residues and consumer exposure (Part B, Section 7)

3.5.1 Residues

For the applied use of GLOB2111F in cereals, reference is made to the data that were submitted for the
EU review of bixafen, as the active substance data sufficiently address aspects of the residue situation that
might arise from the use of GLOB2111F.

Compliance with the EU MRLs of bixafen is met for the intended use of GLOB2111F.

3.5.2 Consumer exposure

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.02 mg/kg bw/day and ARfD
of 0.2 mg/kg bw/day for bixafen. It can therefore be concluded that acceptable margins of safety exist for
consumers. An assessment of consumer intake levels was presented by the applicant.

For bixafen, Chronic and acute exposure calculations for all crops were performed using the EFSA Pesti-
cide Residues Intake Model (PRIMo) (revision 3.1) model. As—no-acutereference—hasbeensetforthe
: | there i 1 | | ol

Based on the different calculations made to estimate the risk for consumer through diet and other means,
it can be concluded that the proposed use of bixafen in the product GLOB2111F do not lead to an unac-
ceptable risk for consumers.

3.6 Environmental fate and behaviour (Part B, Section 8)

No new studies are presented. All data were reviewed in the EU review of bixafen. Appropriate endpoints
from the EU review were used to calculate PECs for the active substance and the relevant metabolites in
soil, surface water, ground water and air for the intended use patterns.

3.6.1 Predicted environmental concentrations in soil (PECisoil)

The PEC of bixafen and GLOB2111F in soil has been assessed with the FOCUS model and the focus
groundwater interception values and the DT values established in the EU review.

Maximum PECqil accumulation Value for bixafen was 0.0462 mg/kg, following the application rate of 1 x 125
g as./ha to winter and spring cereals at BBCH 30 (80% crop interception).

The results for PEC;.i for the active substance were used for the ecotoxicological risk assessment.

3.6.2 Predicted environmental concentrations in groundwater (PECgw)

PEC,y has been determined for bixafen and its relevant metabolite in groundwater M44 e, using the FO-
CUS PELMO 6.6.4,-aad FOCUS PEARL 5.5.5 and FOCUS MACRO 5.5.4 models and EU agreed end-
points (SANCO/3919 /2007-rev. 5). the results of the leaching calculations show that when bixafen is
used according to the critical GAP in winter and spring cereals in the EU, it leaches in acceptable
amounts (< 0.1 pug/L) to groundwater in every European scenario. However for the metabolite M44, the
concentration in groundwater exceeds the trigger of 0.1 ug/L in most European scenarios. A non-
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relevance assessment of M44 according to SANCO/221/2000 — rev.11 (Guidance Document on the As-
sessment of the Relevance of Metabolites in Groundwater of Substances regulated under Council Di-
rective 91/414/EEC) has been performed, showing that this metabolite is not relevant (and therefore sub-
ject to other limits than 0.1 pg/L). Therefore, the risk is acceptable when exposed to the concentrations
calculated in this report.

3.6.3 Predicted environmental concentrations in surface water (PECsw)

The PEC of bixafen and the formulation GLOB2111F in surface water (PECsy and PECseq) have been
assessed with the standard FOCUS scenarios using the endpoints established in the EU review.

The results for PECs,, for the active substances, the metabolites and the formulation were used for the
ecotoxicological risk assessment.

3.6.4 Predicted environmental concentrations in air (PECair)

The vapour pressure at 20 °C of the active substance bixafen is < 10~ Pa. Hence the active substance
bixafen is regarded as non-volatile. Therefore exposure of adjacent surface waters and terrestrial ecosys-
tems by the active substance bixafen due to volatilization with subsequent deposition should not be con-
sidered.

3.7 Ecotoxicology (Part B, Section 9)

3.7.1 Effects on terrestrial vertebrates

The TER, value is greater than the Annex VI trigger of 10, indicating low acute risk to mammals from
bixafen following application of GLOB2111F at the intended GAP. The TER; value for bixafen is greater
than the Annex VI trigger of 5, indicating that GLOB2111F presents no unacceptable long-term risk to
mammals when applied according to the proposed GAP.

The risk assessment for secondary poisoning, required for bixafen, showed that the risk for earthworm-
eating and fish-eating mammals is acceptable following use of GLOB2111F according to the proposed
use pattern. Furthermore, the risk assessment for exposure via drinking water also showed an acceptable
risk.

3.7.2 Effects on aquatic species

For winter cereals the calculated FOCUS Steps 1 to 4 PEC/RAC ratios for GLOB2111F and the active
substance bixafen are all below the trigger value of 1 abeve-the-AnnexVItriggervalues, indicating that

GLOB2111F poses low acute and chronic risk to aquatic organisms when the following risk mitigation
measures are respected:

- 5 meters no-spray buffer zone or the use of 50% drift-reduction nozzle.

For spring cereals, taking into account winter cereals as surrogate crop for R1 scenario, the calculated
FOCUS Steps 1 to 4 PEC/RAC ratios for GLOB2111F and the active substance bixafen are all below the
trigger value of 1, indicating that GLOB2111F poses low acute and chronic risk to aquatic organisms
when the following risk mitigation measures are respected:
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- 5 meters no-spray buffer zone or the use of 50% drift-reduction nozzle.

3.7.3 Effects on bees

Risk assessment based on SANCO/10329/2002 rev. 2 (final): HQ values for oral and dermal exposure are
below the relevant trigger. Therefore, it can be assumed that the intended uses of GLOB2111F represent
low risk exposure to honey bees and bumble bees.

Risk assessment based on EFSA bee GD (EFSA Journal 2013;11(7):3295): Acceptable chronic risk was
demonstrated for adult honey bees, and larvae for all intended uses.

3.74 Effects on other arthropod species other than bees

The hazard quotients for in-field and off-field risk are below the trigger value. Therefore an acceptable
acute risk to arthropods other than bees is expected from the application of GLOB2111F according to the
intended GAP.

3.7.5 Effects on soil organisms

The TER values together-with-the-highertier field-study indicate an acceptable risk for earthworms and

other non-target soil organisms for the intended use of GLOB2111F.

As both the PECqoil, accumulation Of bixafen and the formulation are lower than the concentration at which no
significant effects are detected, it can be concluded that the risk of GLOB2111F to soil micro-organisms
is acceptable in accordance with the intended use.

3.7.6 Effects on non-target terrestrial plants

Risk assessment conducted with relevant toxicity data on non-target terrestrial plants for GLOB2111F
shows that the Annex VI trigger value of 5 is not exceeded, indicating that GLOB2111F poses a low risk
to non-target terrestrial plants when applied according to the proposed use rates.

3.7.7 Effects on other terrestrial organisms (Flora and Fauna)

Tests on other non-target species are not required.

3.8 Relevance of metabolites (Part B, Section 10)

The metabolite of bixafen M44 is predicted to occur in groundwater at concentrations above 0.1 pg/L (see
dRR Part B, Section 8, Chapter 8.8). Assessment of the relevance of this metabolite according to the
stepwise procedure of the EC guidance document SANCO/221/2000 —rev.11 is was performed. M44 is
not considered as relevant according to the criteria laid down in the EC guidance document SAN-
C0O/221/2000 —rev.11.
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4 Conclusion of the national comparative assessment (Art. 50 of

Regulation (EC) No 1107/2009)

Bixafen is no 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 au-
thorization

Insert any data that the notifier needs to submit following authorization. As a rule, this is restricted to
storage stability and monitoring data.

Insert the data that is still required for the evaluation of the product in the case where the product authori-
zation is not granted.
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Appendix 1  Copy of the product authorization

‘ MS assessor to insert details of the product authorization for MS country.
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Appendix 2 Copy of the product label

‘ MS assessor to present a copy of the approved product label for MS country.

Zezwolenie MRiRW nr R - z dnia
Posiadacz zezwolenia:
Globachem nv, Brustem Industriepark, Lichtenberglaan 2019, B-3800 Sint Truiden, Belgia,
tel.: +32 — 11785717, fax.: +32 — 1168 1565, e-mail: globachem@globachem.com

STARINTA

Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawarto$¢ substancji czynnej:
biksafen (zwigzek z grupy karboksyamidow) — 125 g/1 ( %)

Zezwolenie MRiRW nr R- z dnia

OD®

Niebezpieczenstwo

H315 Dziata draznigco na skore.

H318 Powoduje powazne uszkodzenie oczu.

H410 Dziata bardzo toksycznie na organizmy wodne, powodujac
dlugotrwate skutki.

EUH401 W celu uniknigcia zagrozen dla zdrowia ludzi i §rodowiska, nalezy
postepowac zgodnie z instrukcja uzycia.

P264 Doktadnie umy¢ rece po uzyciu.

P273 Unika¢ uwolnienia do $rodowiska.

P280 Stosowac rekawice ochronnesodziez ochronnaAochrone
oczu/ochrong twarzy.

P302 + P352 W PRZYPADKU KONTAKTU ZE SKORA: Umyé¢ duza iloscia

P305 + P351 + P338

wody/ mydtem.

W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie plukac¢
wodg przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sg i
mozna je tatwo usung¢. Nadal ptukaé.

P310 Natychmiast skontaktowaé sie z OSRODKIEM ZATRUC lub
lekarzem.

P332 +P313 W przypadku wystgpienia podraznienia skory: Zasiggnaé pora-
dy/zglosi¢ si¢ pod opieke lekarza.

P362 + P364 Zanieczyszczong odziez zdjac i wypra¢ przed ponownym uzyciem.

P391 Zebrac¢ wyciek.

Zawiera: N-(n-oktylo)-2-pirolidon
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OPIS DZIALANIA

FUNGICYD w formie rozpuszczalnego koncentratu (EC) do sporzadzania roztworu wodnego o dziataniu
uktadowym do stosowania zapobiegawczego, interwencyjnego oraz wyniszczajacego.
Zgodnie z klasyfikacja FRAC substancja czynna biksafen zaliczana jest do grupy 7 (fungicydy SDHI).

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciggnikowego opryskiwacza polowe-
£o. Srodek przeznaczony jest wylacznie do stosowania lacznego (tank-mix) z innymi $rodkami
grzybobéjczymi zalecanymi do zwalczania tych samych choréb w tych samych uprawach. Srodki te
powinny zawiera¢ substancje czynne z innej grupy niz grupa FRAC 7. Odnosnie zalecanych $rodkow do
facznego stosowania ze srodkiem STARINTA przed wykonaniem zabiegu wskazana jest konsultacja z
posiadaczem zezwolenia lub jego przedstawicielem.

Pszenica ozima

Rdza—zétta—=béz: septorioza paskowana lisci, septorioza—plew-—pszenicy—rdza—brunatna—mgeziialpraw-

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 I/ha
Termin stosowania: Srodek stosowaé zapobiegawczo lub natychmiast po zauwazeniu pierwszych obja-
wow chorob, od poczatku wzrostu zdzbta do poczatku fazy kwitnienia (BBCH 30-61).

Zalecana ilo$¢ wody: 100-300 1/ha
Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1

Jeczmien ozimy, jeczmien jary

it, rynchosporioza zboz, mgeznickprewdzinvy=boz—itrew;

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 1/ha
Termin stosowania: Srodek stosowaé zapobiegawczo lub natychmiast po zauwazeniu pierwszych obja-
woOw chorob, od poczatku wzrostu zdzbta do poczatku fazy kwitnienia (BBCH 30-61).

Zalecana ilo$¢ wody: 100-300 1/ha
Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1

Zyto ozime, zyto jare

Rynchosporioza zboz+dza-brunatna—ngeznickprawdziwy=béz—itraw

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

Termin stosowania: Srodek stosowaé zapobiegawczo lub natychmiast po zauwazeniu pierwszych obja-
wow chorob, od poczatku wzrostu zdzbta do poczatku fazy kwitnienia (BBCH 30-61).



GLOB2111F / Starinta Page 25 /74
Part A - National Assessment Template for chemical PPP
Applicant / version Version May 2025

Zalecana ilos¢ wody: 100-300 I/ha
Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1

Pszenzyto ozime, [RECHEVIONES
Rynchosporioza zboz, septorioza-plew—rdzazotta—=boz septorioza paskowana lisci, meezniak—prawdzivy
b

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 1/ha
Termin stosowania: Srodek stosowaé zapobiegawczo lub natychmiast po zauwazeniu pierwszych obja-
wow chorob, od poczatku wzrostu zdzbta do poczatku fazy kwitnienia (BBCH 30-61).

Zalecana ilos¢ wody: 100-300 I/ha
Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegow w sezonie wegetacyjnym: 1

Zalecana ilos¢ wody: 100-300 I/ha
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Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1

Pszenica orkisz

, PREHOSPORIOREbeE. scp!orioza paskowa-
na lisci, >

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 I/ha
Termin stosowania: Srodek stosowaé zapobiegawczo lub natychmiast po zauwazeniu pierwszych obja-
wow chorob, od poczatku wzrostu zdzbta do poczatku fazy kwitnienia (BBCH 30-61).

Zalecana ilo$¢ wody: 100-300 l/ha
Zalecane opryskiwanie: drobnokropliste
Maksymalna liczba zabiegdw 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

1. Zabieg wykonywa¢ doktadnie, aby wszystkie czeéci rosliny byly pokryte cieczg uzytkowa.

2. Podczas stosowania srodka nie dopusci¢ do:

— znoszenia cieczy uzytkowej na sgsiednie rosliny uprawne,

— naktadania si¢ cieczy uzytkowej na stykach pasow zabiegowych i uwrociach.

3. Srodek zawiera substancje czynna biksafen z grupy karboksyamidéw (SDHI - grupa FRAC 7).
W ramach strategii antyodpornosciowej nalezy m. in. stosowac srodek wylacznie w zalecanej dawce
jeden raz w sezonie wegetacyjnym. Zaleca si¢ rowniez wilaczenie do przyjetego

programu ochrony $rodkow grzybobdjczych, zawierajacych substancje czynne z innych grup
chemicznych, o odmiennym mechanizmie dziatania (stosowanie przemienne).

NASTEPSTWO ROSLIN

Srodek nie stwarza zagrozenia dla roslin uprawianych nastepczo nawet w przypadku wczesniejszej
likwidacji uprawy.

SPORZADZANIE CIECZY UZYTKOWEJ

Ciecz uzytkowa przygotowac bezposrednio przed zastosowaniem.

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej objetos¢ wraz z
iloscig $rodka. Napelniajac opryskiwacz postgpowac zgodnie z instrukcja producenta opryskiwacza. W
przypadku braku instrukcji odmierzong ilo$¢ $rodka doda¢ do zbiornika opryskiwacza napelionego
czesciowo woda (z wlaczonym mieszadlem).

Oproznione opakowania przeptukac¢ trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
ciecza uzytkowa, uzupeli¢ wodg do potrzebnej ilosci i doktadnie 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 dokladnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

Resztki cieczy uzytkowej oraz wodg uzyta do mycia aparatury nalezy:
—  jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktérej przeprowadzono
zabieg, lub
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— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczna degradacje
substancji czynnych srodkéw ochrony roslin, lub
—  unieszkodliwi¢ w inny sposdb, zgodny z przepisami o odpadach.

Po pracy aparaturg doktadnie wymy¢.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
0SOB POSTRONNYCH

Przed zastosowaniem srodka nalezy poinformowa¢ o tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej i1 ktore zwrdcily sie o taka informacje.

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

Stosowac rekawice ochronne, edztez-eehrenna; ochrone oczu oraz ochrone twarzy, odziez ochronng za-
bezpieczajaceg przed oddziatywaniem $rodkdéw ochrony roslin oraz odpowiednie obuwie (np. kalosze) w
trakcie przygotowywania cieczy uzytkowej oraz w trakcie wykonywania zabiegu.

Zanieczyszczong odziez zdja¢ i wyprac¢ przed ponownym uzyciem.

Unika¢ zanieczyszczenia skory i oczu.
Doktadnie umy¢ rece i twarz po uzyciu.

Okres od zastosowania $rodka do dnia, w ktorym na obszar, na ktérym zastosowano srodek mogg wejs¢
ludzie oraz zosta¢ 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
wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajgce z gospodarstw i drog.

Unika¢ niezgodnego z przeznaczeniem uwalniania do srodowiska.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarmienej strefy ochronnej o
szeroko$ci 5 m od zbiornikéw i ciekow wodnych lub zastosowanie technik redukujacych znoszenie
cieczy uzytkowej o 50% .

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN I OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony roslin przechowywac:

— w oryginalnych opakowaniach,

— W sposob uniemozliwiajacy kontakt z zywnos$cig, napojami lub pasza, skazenie $rodowiska oraz
dostep 0sob trzecich,

— w temperaturze 0°C - 30°C

- w dobrze wentylowanym pomieszczeniu.

Zabrania si¢ wykorzystywania oproznionych opakowan po $rodkach ochrony roslin do innych celow.
Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpaddéw niebezpiecznych.
Oproznione opakowania po srodku zwroci¢ do sprzedawcy srodkow ochrony roslin bedacych srodkami

niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.
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W razie konieczno$ci zasiggnigcia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.

W przypadku kontaktu ze skorg: Umyc¢ duza ilosciag wody/ mydtem.

W przypadku dostania si¢ do oczu: Ostroznie pluka¢ woda przez kilka minut. Wyjaé soczewki
kontaktowe, jezeli sa i mozna je tatwo usuna¢. Nadal ptuka¢. Natychmiast skontaktowac si¢ z osrodkiem
zatru¢ lub lekarzem.

W przypadku kontaktu ze skorg: Umyc¢ duzg ilosciag wody z mydiem.

W przypadku wystapienia podraznienia skory: Zasiegnaé porady/zgtosi¢ si¢ pod opieke lekarza.

Okres wazno$ci - 2 lata
Data produkcji - .........
Zawarto$¢ netto - .........
Nr partii e
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Appendix 3  Letter of Access

No letter of access submitted.
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Appendix 4 Lists of data considered for national authorization
Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.
List of data submitted by the applicant and relied on
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 1423 Anonymous 2023 MSDS of GLOB2111F and its formulants N N - Globachem NV
(Confidential Globachem N.V.
- Part C) Not GLP
Unpublished
KCP 2.1, Kishora, K. S. 2023a | Accelerated storage stability test of GLOB2111F N Y Data/study report never submitted Globachem
KCP24.1, AG-G0103 before to PL NV
KCP24.2, Eurofins Advinus Agrosciences Services India Private Limited
KCP 2.7.1, GLP
KCP 2.8.6.1 Unpublished
KCP22.1, Kishora, K. S. 2023b | Theoretical certificate of explosive and oxidizing properties for N Y Data/study report never submitted Globachem
KCP222 an EC formulation containing 125 g/L Bixafen before to PL NV
(Confidential Eurofins Advinus Agrosciences Services India Private Limited
- Part C) Non-GLP
Unpublished
KCP23.1 Kishora, K. S. 2023c¢ | Determination of flash point of GLOB2111F N Y Data/study report never submitted Globachem
AG-G0106 before to PL NV
Eurofins Advinus Agrosciences Services India Private Limited
Non-GLP
Unpublished
KCP 2.3.3 Kishora, K. S. 2023d | Determination of auto ignition temperature of GLOB2111F N Y Data/study report never submitted Globachem
AG-GO0113 before to PL NV
Eurofins Advinus Agrosciences Services India Private Limited
Non-GLP
Unpublished
KCP25.1 Kishora, K. S. 2023e | Determination of viscosity of GLOB2111F N Y Data/study report never submitted Globachem
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

AG-G0107

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

before to PL

NV

KCP2.5.2 Kishora, K. S.

2023f

Determination of surface tension of GLOB2111F

AG-G0108

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 2.6.1 Kishora, K. S.

2023g

Determination of relative density of GLOB2111F

AG-G0109

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP2.74 Kishora, K. S.

2023h

Low temperature stability of GLOB2111F

AG-G0110

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP2.8.2 Kishora, K. S.

2023i

Determination of presintence foam of GLOB2111F
AG-GOI111

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 4.2 Kishora, K. S.

2023j

Determination of the effectiveness of cleaning for GLOB2111F
AG-GO0112

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 5.1.1 Kishora, K.S.

2023

Purity analysis of GLOB2111F

AG-G0105

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP5.1.2 Ciorga, B.

2023a

Validation of analytical method for the determination of active
substance bixafen concentration in aqueous media solutions of the
test item GLOB2111F

0064/0023/FA

Data/study report never submitted
before to PL

Globachem
NV




GLOB2111F / Starinta Page 32 /74
Part A - National Assessment Template for chemical PPP
Applicant / version Version May 2025

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N

Published or not

SORBOLAB Research Laboratory LLC
GLP
Unpublished

KCP5.1.2 Ciorga, B. 2023b | Validation of analytical method for the determination of active N Y Data/study report never submitted Globachem
substance bixafen concentrations in aqueous media solutions of before to PL NV

the test item GLOB2111F
0064/0035/FA

SORBOLAB Research Laboratory LLC
GLP

Unpublished

KCP5.1.2 Ballai, C. 2023 Validation of Analytical Method for the Determination of N Y Data/study report never submitted Globachem
GLOB2111F from Feeding Solutions before to PL NV
FPBSTUDY-272-VALI
FumoPrep Kft.

GLP

Unpublished

KCP5.1.2 Ballai, C. 2023 Validation of Analytical Method for the Determination of N Y Data/study report never submitted Globachem
GLOB2111F from Surface-treat Solution before to PL NV
FPBSTUDY-272-VALS5
FumoPrep Kft.

GLP

Unpublished

KCP 5.2 Sam, N. 2023 Validation of analytical method for the determination of bixafen N Y Data/study report never submitted Globachem
and bixafen-desmethyl residues in animal body fluid and tissues before to PL NV

by LC-MS/MS.

Report No.: AG-G2321

Eurofins Advinus Agrosciences Services India Private Limited
GLP

Unpublished

KCP 6.2-01 T. McCabe 2021 Efficacy of triazoles in cereals N Y Data protection started with: R- Globachem NV
FE-21-B-GLOB2020F-2111F-IE01 161/2024 (22/11/2024)
Crop Research Limited
GEP

Unpublished

KCP 6.2-03 S. Camuiiez 2021 Efficacy of triazoles in cereals. Version 2 N Y Data protection started with: R- Globachem NV
FE-21-B-GLOB2020F-2111F-PL03 161/2024 (22/11/2024)
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
STAPHYT
GEP
Unpublished
KCP 6.2-04 S. Drzewiecki 2021 Efficacy of triazoles in cereals N Y Data protection started with: R- Globachem NV
FE-21-B-GLOB2020F-2111F-PL04 161/2024 (22/11/2024)
Institute of Plant Protection - National Research Institute
GEP
Unpublished
KCP 6.2-05 P. Uminski 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-L-GLOB2020F-GLOB2111F-PLO01 before to PL
Field Research Support
GEP
Unpublished
KCP 6.2-06 S. Camufiez 2022 Efficacy of fungicides in cereals. Version 1 N Y Data/study report never submitted | Globachem NV
FE-22-L-GLOB2020F-GLOB2111F-PL02 before to PL
STAPHYT
GEP
Unpublished
KCP 6.2-07 A. Szymura 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-L-GLOB2020F-GLOB2111F-PL03 before to PL
Institute of Plant Protection - National Research Institute
GEP
Unpublished
KCP 6.2-08 Z. Sawinska 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-L-GLOB2020F-GLOB2111F-PL04 before to PL
University of Life Sciences ZDD Gorzyn
GEP
Unpublished
KCP 6.2-09 M. Koppel 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-M-GLOB2020F-GLOB2111F-EE01 before to PL
Estonian Crop Research Institute
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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCP 6.2-10 A. Zaluma

2022

Efficacy of fungicides in cereals
FE-22-M-GLOB2020F-GLOB2111F-LV02
SIA Agrolab Baltic

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-11 K. Gulbis

2022

Efficacy of fungicides in cereals
FE-22-M-GLOB2020F-GLOB2111F-LV03
LAAPC

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-12 K. Gulbis

2022

Efficacy of fungicides in cereals
FE-22-M-GLOB2020F-GLOB2111F-LV04
LAAPC

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-13 K. Gulbis

2022

Efficacy of fungicides in cereals
FE-22-M-GLOB2020F-GLOB2111F-LVO05
LAAPC

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-14 A. Zaluma

2022

Efficacy of fungicides in cereals
FE-22-M-GLOB2020F-GLOB2111F-LV06
SIA Agrolab Baltic

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-15 J. Sanders

2021

Efficacy of triazoles in cereals
FE-21-B-GLOB2020F-2111F-PTO05
Syntech Research Portugal

GEP

Unpublished

Data protection started with: R-
161/2024 (22/11/2024)

Globachem NV

KCP 6.2-16 | H. Zagi

2022

Efficacy of fungicides in cereals

Data/study report never submitted

Globachem NV
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

FE-22-S-GLOB2020F-GLOB2111F-HR02
Pest Pro d.o.o.

GEP

Unpublished

before to PL

KCP 6.2-17 M. Savvidis

2022

Efficacy of fungicides in cereals
FE-22-T-GLOB2020F-GLOB2111F-GRO1
Agri 2000 Hellas Ltd.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-18 H. Zagi

2022

Efficacy of fungicides in cereals
FE-22-T-GLOB2020F-GLOB2111F-HR02
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-19 H. Zagi

2022

Efficacy of fungicides in cereals
FE-22-T-GLOB2020F-GLOB2111F-HR03
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-20 S. Lopez Alvarez

2022

Efficacy of fungicides in cereals
FE-22-T-GLOB2020F-GLOB2111F-PT05
Syntech Research Portugal

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-21 M. Chourdas

2022

Efficacy of fungicides in cereals.
FE-22-S-GLOB2020F-GLOB2111F-GRO1
MAGMA-AGRO S.A.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-22 M. Savvidis

2022

Efficacy of fungicides in cereals
FE-22-S-GLOB2020F-GLOB2111F-GRO03
Agri 2000 Hellas Ltd.

Data/study report never submitted
before to PL

Globachem NV




GLOB2111F / Starinta
Part A - National Assessment
Applicant / version

Page 36 /74
Template for chemical PPP
Version May 2025

Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

GEP
Unpublished

KCP 6.2-23 M. Savvidis

2022

Efficacy of fungicides in cereals
FE-22-T-GLOB2020F-GLOB2111F-GR04
Agri 2000 Hellas Ltd.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-24 M. Holaschke

2022

Efficacy of fungicides in cereals
FE-22-K-GLOB2020F-GLOB2111F-SI01
EAS Austria

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-25 M. Holaschke

2022

Efficacy of fungicides in cereals
FE-22-K-GLOB2020F-GLOB2111F-S103
EAS Austria

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-26 T. Barasits

2022

Efficacy of fungicides in cereals
FE-22-N-GLOB2020F-GLOB2111F-HU02
CPR Europe Kft.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-27 B. Lang

2022

Efficacy of fungicides in cereals
FE-22-N-GLOB2020F-GLOB2111F-HUO1
Plant-Art Research Kft.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-28 K. Hill

2021

Efficacy of fungicides in cereals
FE-21-C-GLOB2020F-2111F-IE02
EAS Ireland

GEP

Unpublished

Data protection started with: R-
161/2024 (22/11/2024)

Globachem NV
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 6.2-29 T. McCabe 2021 Efficacy of fungicides in cereals - Winter Barley N Y Data protection started with: R- Globachem NV
FE-21-C-GLOB2020F-2111F-IE03 161/2024 (22/11/2024)
Crop Research Limited
GEP
Unpublished
KCP 6.2-30 M. Lenane 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-IE03 161/2024 (22/11/2024)
SGS Ireland 1td
GEP
Unpublished
KCP 6.2-31 T. McCabe 2021 Efficacy of fungicides in cereals - Winter Wheat N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-IE04 161/2024 (22/11/2024)
Crop Research Limited
GEP
Unpublished
KCP 6.2-32 A. Ficke 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-F-GLOB2020F-GLOB2111F-NO02 before to PL
NIBIO
GEP
Unpublished
KCP 6.2-34 M. Koppel 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-U-GLOB2020F-GLOB2111F-EEO01 along with the submission of Pirlan-
Estonian Crop Research Institute ko. The prod}l ct is not reg.i stered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-35 K. Gulbis 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-U-GLOB2020F-GLOB2111F-LV02 along with the submission of Pirlan-
LAAPC ko. The prod}lct is not reg.istered yet.
GEP Data protection to. sta.rt with the first
authorization.
Unpublished
KCP 6.2-36 P. Uminski 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-U-GLOB2020F-GLOB2111F-PL03 along with the submission of Pirlan-




GLOB2111F / Starinta Page 38 /74
Part A - National Assessment Template for chemical PPP
Applicant / version Version May 2025
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
Field Research Support ko. The product is not registered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-37 G. Piotrowski 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-U-GLOB2020F-GLOB2111F-PL04 along with the submission of Pirlan-
SynTech Research Poland Sp.z.0.0. ko. The prod}l ct is not reg.istered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-38 K. Gulbis 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-C-GLOB2020F-2111F-LV04 161/2024 (22/11/2024)
Latvian Plant Protection Research Centre Ltd
GEP
Unpublished
KCP 6.2-39 S. Camufiez 2021 Efficacy of fungicides in cereals. Version 2 N Y Data protection started with: R- Globachem NV
FE-21-C-GLOB2020F-2111F-PL05 161/2024 (22/11/2024)
STAPHYT
GEP
Unpublished
KCP 6.2-40 S. Drzewiecki 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-C-GLOB2020F-2111F-PL06 161/2024 (22/11/2024)
Institute of Plant Protection - National Research Institute
GEP
Unpublished
KCP 6.2-41 K. Gulbis 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-C-GLOB2020F-GLOB2111F-LVO01 along with the submission of Pirlan-
LAAPC ko. The product is not registered yet.
GEP Data protection to. sta.rt with the first
authorization.
Unpublished
KCP 6.2-42 P. Uminski 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-C-GLOB2020F-GLOB2111F-PL02 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg.istered yet.
GEP Data protection to start with the first
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
Unpublished authorization.
KCP 6.2-43 K. Gulbis 2022 Efficacy of fungicides in cereals N Y Data/study report submitted to PL | Globachem NV
FE-22-D-GLOB2020F-GLOB2111F-LV01 along with the submission of Pirlan-
LAAPC ko. The prod}lct is not reg.istered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-44 S. Camufiez 2022 Efficacy of fungicides in cereals. Version 1 N Y Data/study report submitted to PL | Globachem NV
FE-22-D-GLOB2020F-GLOB2111E-PL02 along with the submission of Pirlan-
STAPHYT ko. The prod}lct is not reg.istered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-45 K. Gulbis 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-LV05 161/2024 (22/11/2024)
Latvian Plant Protection Research Centre Ltd
GEP
Unpublished
KCP 6.2-46 P. Uminski 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-PL06 161/2024 (22/11/2024)
Field Research Support
GEP
Unpublished
KCP 6.2-47 S. Camuiiez 2021 Efficacy of fungicides in cereals. Version 2 N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-PL07 161/2024 (22/11/2024)
STAPHYT
GEP
Unpublished
KCP 6.2-48 P. Uminski 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-H-GLOB2020F-GLOB2111F-PL01 before to PL
Field Research Support
GEP
Unpublished
KCP 6.2-49 M. Koppel 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV




GLOB2111F / Starinta
Part A - National Assessment
Applicant / version

Page 40 /74
Template for chemical PPP
Version May 2025

Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

FE-22-1-GLOB2020F-GLOB2111F-EE01
Estonian Crop Research Institute

GEP

Unpublished

before to PL

KCP 6.2-50 M. Koppel

2022

Efficacy of fungicides in cereals
FE-22-I-GLOB2020F-GLOB2111F-EE02
Estonian Crop Research Institute

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-51 K. Gulbis

2022

Efficacy of fungicides in cereals
FE-22-1-GLOB2020F-GLOB2111F-LV03
LAAPC

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-52 K. Gulbis

2022

Efficacy of fungicides in cereals
FE-22-1-GLOB2020F-GLOB2111F-LV04
LAAPC

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-53 H. Zagi

2022

Efficacy of fungicides in cereals.
FE-22-P-GLOB2020F-GLOB2111F-HR02
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-55 M. Holaschke

2022

Efficacy of fungicides in cereals.
FE-22-P-GLOB2020F-GLOB2111F-SI01
EAS Austria

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-56 H. Zagi

2022

Efficacy of fungicides in cereals.
FE-22-R-GLOB2020F-GLOB2111F-HR02
Pest Pro d.o.o.

Data/study report submitted to Po-
land along with the submission of
Pirlanko. The product is not regis-

Globachem NV
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
GEP tered yet. Data protection to start
Unpublished with the first authorization.
KCP 6.2-57 H. Zagi 2022 Efficacy of fungicides in cereals. N Y Data/study report submitted to Po- | Globachem NV
FE-22-R-GLOB2020F-GLOB2111F-HR03 land along with the submission of
Pest Pro d.o.o. Pirlanko. The product is not regis-
tered yet. Data protection to start
GEP with the first authorization.
Unpublished
KCP 6.2-58 L. Figuera 2022 Efficacy of fungicides in cereals. N Y Data/study report submitted to Po- | Globachem NV
FE-22-R-GLOB2020F-GLOB2111F-PT04 land along with the submission of
AGROLIS CONSULTING Pirlanko. The product i.s not regis-
tered yet. Data protection to start
GEP with the first authorization.
Unpublished
KCP 6.2-59 S. Lopez Alvarez 2022 Efficacy of fungicides in cereals. N Y Data/study report submitted to Po- | Globachem NV
FE-22-R-GLOB2020F-GLOB2111F-PT05 land along with the submission of
Syntech Research Portugal Pirlanko. The product is not regis-
tered yet. Data protection to start
GEP with the first authorization.
Unpublished
KCP 6.2-60 M. Holaschke 2022 Efficacy of fungicides in cereals. N Y Data/study report submitted to Po- | Globachem NV
FE-22-R-GLOB2020F-GLOB2111F-SI01 land along with the submission of
EAS Austria Pirlanko. The product i.s not regis-
tered yet. Data protection to start
GEP with the first authorization.
Unpublished
KCP 6.2-61 M. Chourdas 2021 Efficacy evaluation of the fungicides GLOB1911F, GLOB1813F, N Y Data protection started with: R- Globachem NV
GLOB2020aF and GLOB2111F in winter wheat. 161/2024 (22/11/2024)
FE-21-A-GLOB2020F-2111F-GR08
MAGMA-AGRO S.A.
GEP
Unpublished
KCP 6.2-62 H. Zagi 2021 Efficacy of fungicides in cereals N Y Data protection started with: R- Globachem NV
FE-21-A-GLOB2020F-2111F-HRO1 161/2024 (22/11/2024)
Pest Pro d.o.o.
GEP
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Y/N

Data
protection
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Owner

Unpublished

KCP 6.2-63 | H. Zagi

2022

Efficacy of fungicides in cereals
FE-22-O-GLOB2020F-GLOB2111F-HR02
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-64 M. Savvidis

2022

Efficacy of fungicides in cereals
FE-22-Q-GLOB2020F-GLOB2111F-GR04
Agri 2000 Hellas Ltd.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-65 H. Zagi

2022

Efficacy of fungicides in cereals
FE-22-Q-GLOB2020F-GLOB2111F-HRO02
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-66 | H. Zagi

2022

Efficacy of fungicides in cereals
FE-22-Q-GLOB2020F-GLOB2111F-HRO03
Pest Pro d.o.o.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-67 S. Lopez Alvarez

2022

Efficacy of fungicides in cereals
FE-22-Q-GLOB2020G-GLOB2111F-PT05
Syntech Research Portugal

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-68 M. Chourdas

2022

Efficacy of fungicides in cereals.
FE-22-O-GLOB2020F-GLOB2111F-GRO01
MAGMA-AGRO S.A.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-69 M. Savvidis

2022

Efficacy of fungicides in cereals

Data/study report never submitted

Globachem NV
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GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

FE-22-O-GLOB2020F-GLOB2111F-GR03
Agri 2000 Hellas Ltd.

GEP

Unpublished

before to PL

KCP 6.2-70 M. Savvidis

2022

Efficacy of fungicides in cereals
FE-22-Q-GLOB2020F-GLOB2111F-GRO1
Agri 2000 Hellas Ltd.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-71 B. Lang

2021

Efficacy of fungicides in cereals
FE-21-C-GLOB2020F-2111F-HUO1
Plant-Art Research Kft.

GEP

Unpublished

Data protection started with: R-
161/2024 (22/11/2024)

Globachem NV

KCP 6.2-72 B. Lang

2022

Efficacy of fungicides in cereals
FE-22-E-GLOB2020F-GLOB2111F-HUO01
Plant-Art Research Kft.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-73 T. Barasits

2022

Efficacy of fungicides in cereals
FE-22-E-GLOB2020F-GLOB2111F-HU02
CPR Europe Kft.

GEP

Unpublished

Data/study report never submitted
before to PL

Globachem NV

KCP 6.2-74 B. Lang

2021

Efficacy of fungicides in cereals
FE-21-A-GLOB2020F-2111F-HU02
Plant-Art Research Kft.

GEP

Unpublished

Data protection started with: R-
161/2024 (22/11/2024)

Globachem NV

KCP 6.2-75 M. Holaschke

2022

Efficacy of fungicides in cereals
FE-22-F-GLOB2020F-GLOB2111F-SI01
EAS Austria

Data/study report never submitted
before to PL

Globachem NV
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GLP or GEP status Y/N Y/N
Published or not
GEP
Unpublished
KCP 6.2-76 L. Mihaly 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-J-GLOB2020F-GLOB2111F-HUO1 before to PL
Agrofil-SZMI Kft.
GEP
Unpublished
KCP 6.2-77 P. Sipos 2022 Efficacy of fungicides in cereals N Y Data/study report never submitted | Globachem NV
FE-22-J-GLOB2020F-GLOB2111F-HU02 before to PL
EUROFINS AGROSCIENCE SERVICES
GEP
Unpublished
KCP 6.2-101 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-T-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The prod}l ctis not regl stered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-103 | L. Jorgensen 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-B-GLOB2020F-2111F-2021F-DKO1 along with the submission of Pirlan-
. L ko. The product is not registered yet.
glét:ute of Agroecology, Aarhus University Data pr(ﬁection to start v%ith the féllrst
authorization.
Unpublished
KCP 6.2-104 | L. Meller 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-A-GLOB2020F-2111F-2021F-DKO01 along with the submission of Pirlan-
VKST Field Trials ko. The prod.uct is not reg.istered yet.
GEP Data protection to. sta.rt with the first
authorization.
Unpublished
KCP 6.2-105 | L. Ewaldz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-A-GLOB2020F-2111F-2021F-SE02 along with the submission of Pirlan-
Hushallningsséllskapet Skéne ko. The prod}lct is not reg.istered yet.
GEP Data protection to start with the first
authorization.
Unpublished
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Published or not
KCP 6.2-106 | L. Meller 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-B-GLOB2020F-2111F-2021F-DK02 along with the submission of Pirlan-
VKST Field Trials ko. The prod}lct is not reg.istered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-107 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research ins ko. The prod}lct is not reg}stered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-108 | L. Frydrych 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
OSEVA PRO Zubfi ko. The prod}lct is not reg.istered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-109 | L. Mareckova 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ03 along with the submission of Pirlan-
Testing station Krasne Udoli ko. The prodpct is not reg.lstered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-110 | L. Bernardova 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ04 along with the submission of Pirlan-
Zkusebni stanice Kluky ko. The prod}lct is not reg}stered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-111 | L. Trnka 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ05 along with the submission of Pirlan-
. . . . ko. The product is not registered yet.
Zemservis zkusebni stanice Domaninek s.r.o. . .
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-112 | L. Bauer 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB2020F-2111F-2021F-CZ06 along with the submission of Pirlan-




GLOB2111F / Starinta Page 46 /74
Part A - National Assessment Template for chemical PPP
Applicant / version Version May 2025
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
InTec Agro Trials, s.r.o. ko. The product is not registered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-113 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The prod}l ctis not reg}stered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-114 | L. Safar 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-CZ03 along with the submission of Pirlan-
AGRITEC Research, Breeding and Services, Ltd. ko. The prod}l ctis not reet stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-115 | L. Trnka 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-CZ04 along with the submission of Pirlan-
Zemservis zkusebni stanice Domaninek s.r.o. ko. The prod}l ctis not regl stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-116 | L. Fiala 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Zkusebni stanice Kluky spol. s r.0. ko. The prod}l ctis not reel stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-117 | L. Krupa 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-H-GLOB2020F-2111F-2021F-DK02 along with the submission of Pirlan-
Ytteborg Field Trials ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-119 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-A-GLOB1811F-2021F-BXN-CZ02 along with the submission of Pirlan-
. . ko. The product is not registered yet.
Agricultural research ins . .
GEP Data protection to start with the first
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Published or not
Unpublished authorization.
KCP 6.2-121 | L. Meller 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-H-GLOB2020F-2111F-2021F-DK01 along with the submission of Pirlan-
VKST Field Trials ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-124 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-I-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
EEP blishod authorization.
npublishe
KCP 6.2-125 | L. Fiala 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-I-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
ZkuSebni stanice Kluky spol. s r.0. ko. The prod}l ctis not regl stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-126 | L. Mareckova 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-I-GLOB2020F-2111F-2021F-CZ03_ along with the submission of Pirlan-
Testing station Krasne Udoli ko. The prodpct is not reg}stered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-127 | L. Trnka 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-I-GLOB2020F-2111F-2021F-CZ04 along with the submission of Pirlan-
Zemservis zkusebni stanice Domaninek s.r.o. ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
ﬁE P blished authorization.
npublishe
KCP 6.2-128 | L. Safar 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-1-GLOB2020F-2111F-2021F-CZ05 along with the submission of Pirlan-
AGRITEC Research, Breeding and Services, Ltd. ko. The prod}l ctis not reg}stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-130 | L. Ewaldz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
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Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
FE-23-N-GLOB2020F-2111F-2021F-SE02 along with the submission of Pirlan-
HS Konsult AB ko. The product is not registered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-131 | L. Vaitiekiené 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-N-GLOB2020F-2111F-2021F-SE05 along with the submission of Pirlan-
Agrolab Sverige AB ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
EEP blishod authorization.
npublishe
KCP 6.2-132 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-O-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
ﬁEP blished authorization.
npublishe
KCP 6.2-133 | L. Fiala 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-0-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
ZkuSebni stanice Kluky spol. s r.0. ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-134 | L. Subr 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-O-GLOB2020F-2111F-2021F-CZ03 along with the submission of Pirlan-
Zkusebni stanice Trutnov s.r.o. ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-135 | L. Bauer 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-0-GLOB2020F-2111F-2021F-CZ04 along with the submission of Pirlan-
InTec Agro Trials, s.r.0. ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
gEP blished authorization.
npublishe
KCP 6.2-136 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-S-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The product is not registered yet.
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GLP or GEP status Y/N Y/N
Published or not
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-137 | L. Safar 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-S-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
AGRITEC Research, Breeding and Services, Ltd. ko. The prod}l ctis not regl stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-138 | L. Tvaruzek 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-CZ01 along with the submission of Pirlan-
Agricultural research institut Kromeriz, Ltd. ko. The prod}l ctis not reet stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-139 | L. Safar 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-CZ02 along with the submission of Pirlan-
AGRITEC Research, Breeding and Services, Ltd. ko. The prod}l ctis not regl stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-140 | L. Frydrych 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-CZ03 along with the submission of Pirlan-
OSEVA PRO Zubji ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-141 | L. Trnka 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-CZ04 along with the submission of Pirlan-
Zemservis zkusebni stanice Domaninek s.r.o. ko. The prod.uct 15 not reg}stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-143 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-T-GLOB2020F-2111F-2021F-LV04 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko, The pI‘Od}l ctis not regt stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
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KCP 6.2-144 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-T-GLOB2020F-2111F-2021F-LV05 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko. The prod}l ctis not reet stered yet.
Data protection to start with the first
gEP blished authorization.
npublishe
KCP 6.2-145 | L. Strzelinski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-T-GLOB2020F-2111F-2021F-PL06 along with the submission of Pirlan-
UP Poznai ZDD URIR Gorzyt ko. The prodpct is not reg.lstered yet.
Data protection to start with the first
EEP blished authorization.
npublishe
KCP 6.2-146 | L. Drzewiecki 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-C-GLOB2020F-2111F-2021F-PL02 along with the submission of Pirlan-
Institute of Plant Protection - National Research Institute ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
gEP blished authorization.
npublishe
KCP 6.2-147 | L. Piotrowski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-C-GLOB2020F-2111F-2021F-PL03 along with the submission of Pirlan-
SynTech Research Poland Sp. z o.0. ko. The prodpct 1S not reg}stered yet.
Data protection to start with the first
gEP blished authorization.
npublishe
KCP 6.2-148 | L. Uminski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-C-GLOB2020F-2111F-2021F-PL01 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-149 | L. Koppel 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-E-GLOB2020F-2111F-2021F-EE01 along with the submission of Pirlan-
Centre of Estonian Rural Research and Knowledge ko. The prod}l ctis not reg}stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-150 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-E-GLOB2020F-2111F-2021F-LV02 along with the submission of Pirlan-
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Latvian Plant Protection Research Centre ko. The product is not registered yet.
GEP Data protection to start with the first
. horization.
Unpublished aut
KCP 6.2-151 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-LV05 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko. The prod}l ctis not reg}stered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-152 | L. Uminski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-PL06 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-153 | L. Drzewiecki 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-PL07 along with the submission of Pirlan-
Institute of Plant Protection - National Research Institute ko. The prod}l ctis not regl stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-154 | L. Treikale 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-B-GLOBI1811F-2021F-BXN-LV01 along with the submission of Pirlan-
0 ko. The product is not registered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-155 | L. Uminski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-B-GLOB1811F-2021F-BXN-PL02 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-156 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-1-GLOB2020F-2111F-2021F-LV07 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko, The pI‘Od}l ctis not regt stered yet.
GEP Data protection to start with the first
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KCP 6.2-157 | L. Uminski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-J-GLOB2020F-2111F-2021F-PL01 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-158 | L. Rembisz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-J-GLOB2020F-2111F-2021F-PL02 along with the submission of Pirlan-
ko. The pr is not regi .
Green & Property Dt provection t sart withthe s
EEP blishod authorization.
npublishe
KCP 6.2-159 | L. Koppel 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-N-GLOB2020F-2111F-2021F-EE03 along with the submission of Pirlan-
Centre of Estonian Rural Research and Knowledge ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-160 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-N-GLOB2020F-2111F-2021F-LV04 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko. The prodpct is not reg.istered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-161 | L. Uminski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-P-GLOB2020F-2111F-2021F-PL01 along with the submission of Pirlan-
Field Research Support ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
ﬁE P blished authorization.
npublishe
KCP 6.2-162 | L. Drzewiecki 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-P-GLOB2020F-2111F-2021F-PL02 along with the submission of Pirlan-
Institute of Plant Protection - National Research Institute ko. The prod}l ct is not reg.i stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-163 | L. Szemendera 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
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GLP or GEP status Y/N Y/N
Published or not
FE-23-M-GLOB2020F-2111F-2021F-PL08 along with the submission of Pirlan-
Fertico ko. The product is not registered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-164 | L. Koppel 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-EE05 along with the submission of Pirlan-
Centre of Estonian Rural Research and Knowledge ko. The prod}l ctis not reg}stered yet.
Data protection to start with the first
EEP blishod authorization.
npublishe
KCP 6.2-165 | L. Gulbis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-LV06 along with the submission of Pirlan-
Latvian Plant Protection Research Centre ko. The prod}l ct is not reg.i stered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-166 | L. Strzelinski 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-PL07 along with the submission of Pirlan-
UP Poznaf ZDD URIR Gorzyh ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-167 | L. Szemendera 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-P-GLOB2020F-2111F-2021F-PL0O3P along with the submission of Pirlan-
Fertico ko. The product is not registered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-168 | L. Savvidis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-F-GLOB2020F-2111F-2021F-GR03 along with the submission of Pirlan-
Agri 2000 Hellas Ltd. ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
gEP blished authorization.
npublishe
KCP 6.2-169 | L. Savvidis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-F-GLOB2020F-2111F-2021F-GR04 along with the submission of Pirlan-
Agri 2000 Hellas Ltd. ko. The product is not registered yet.
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GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-170 | L. Zagi 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-F-GLOB2020F-2111F-2021F-HRO1 along with the submission of Pirlan-
Pest Pro doo ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-171 | L. Zagi 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-F-GLOB2020F-2111F-2021F-HR02 along with the submission of Pirlan-
Pest Pro doo ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-172 | L. Godinho 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-F-GLOB2020F-2111F-2021F-PT05 along with the submission of Pirlan-
SAGEA Lda ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-173 | L. Zagi 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-R-GLOB2020F-2111F-2021F-HR08 along with the submission of Pirlan-
Pest Pro doo ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-174 | L. Godinho 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-C-GLOB1811F-2021F-BXN-PTO1 along with the submission of Pirlan-
SAGEA Lda ko. The prod.uct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-175 | L. Savvidis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-C-GLOB1811F-2021F-BXN-GR02 along with the submission of Pirlan-
Agri 2000 Hellas Ltd. ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
GEP authorization.
Unpublished
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Published or not
KCP 6.2-176 | L. Savvidis 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-L-GLOB2020F-2111F-2021F-GRO1 along with the submission of Pirlan-
Agri 2000 Hellas Ltd. ko. The prod}lct is not reg}stered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-177 | L. Godinho 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-L-GLOB2020F-2111F-2021F-PT02 along with the submission of Pirlan-
SAGEA Lda ko. The product is not registered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-178 | L. Chourdas 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-N-GLOB2020F-2111F-2021F-GR06 along with the submission of Pirlan-
MAGMA-AGRO S.A. ko. The prod}lct is not reg.istered yet.
G Data protection to start with the first
EP authorization.
Unpublished
KCP 6.2-179 | L. Alvarez Silvia 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-N-GLOB2020F-2111F-2021F-PT07 along with the submission of Pirlan-
Syntech Research Portugal ko. The prodpct is not reg}stered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-180 | L. Zagi 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-M-GLOB2020F-2111F-2021F-HR09 along with the submission of Pirlan-
Pest Pro doo ko. The product is not registered yet.
GEP Data protection to start with the first
authorization.
Unpublished
KCP 6.2-181 |L.Lang 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-G-GLOB2020F-2111F-2021F-HUO01 along with the submission of Pirlan-
Plant-Art Research Kft. ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
GEP authorization.
Unpublished
KCP 6.2-182 | L. Sipos 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-G-GLOB2020F-2111F-2021F-HU02 along with the submission of Pirlan-
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Published or not
EAS Hungary, Székesfehérvar ko. The product is not registered yet.
GEP Data protection to start with the first
Unpublished authorization.
KCP 6.2-183 | L. Ferencz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-G-GLOB2020F-2111F-2021F-R003 along with the submission of Pirlan-
Syntech Rescarch Agrico SR Data protecion to sart it the it
GEP authorization.
Unpublished
KCP 6.2-184 | L. Ene 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-G-GLOB2020F-2111F-2021F-RO04 along with the submission of Pirlan-
Sagea Agromania Data poteeion o sart it the it
GEP authorization.
Unpublished
KCP 6.2-185 | L. Holaschke 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-G-GLOB2020F-2111F-2021F-SI05 along with the submission of Pirlan-
GEP ’ authorization.
Unpublished
KCP 6.2-186 | L. Sipos 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB1811F-2021F-BXN-HU02 along with the submission of Pirlan-
EAS Hungary, Székesfehérvir Data potecion o sar it te vt
GEP authorization.
Unpublished
KCP 6.2-187 | L. Ferencz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-D-GLOB1811F-2021F-BXN-RO01 along with the submission of Pirlan-
k. The prodat s o gyt
GEP authorization.
Unpublished
KCP 6.2-188 | L. Lang 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-HUO01 along with the submission of Pirlan-
Plant-Art Research Kft. ko. The prod}lct is not reg.istered yet.
GEP Data protection to start with the first
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Unpublished authorization.
KCP 6.2-189 | L. Mihaly 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-HU02 along with the submission of Pirlan-
Agrofil-SZMI Kft. ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-190 | L. Barasits 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-HU04 along with the submission of Pirlan-
CPR Europe Kft. ko. The prod}lct is not reg.istered yet.
Data protection to start with the first
EEP blishod authorization.
npublishe
KCP 6.2-191 | L. Ferencz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-RO03 along with the submission of Pirlan-
Syntech Research Agrico ko. The prod}lct is not reg}stered yet.
Data protection to start with the first
SEP blished authorization.
npublishe
KCP 6.2-192 | L. Holaschke 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-SI05 along with the submission of Pirlan-
EAS Austria ko. The prodpct is not reg.istered yet.
Data protection to start with the first
ng blished authorization.
npublishe
KCP 6.2-193 | L. Policnik 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-K-GLOB2020F-2111F-2021F-S106 along with the submission of Pirlan-
Slovenian Institute of Hop Research and Brewing ko. The prod}l ctis not reel stered yet.
Data protection to start with the first
ﬁE P blished authorization.
npublishe
KCP 6.2-194 | L. Hajnal 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
FE-23-Q-GLOB2020F-2111F-2021F-HUO01 ElonTghwith gle fl}bmifsior} 2f Pidrlant-
. 0. The product is not registered yet.
Field Test Hungary Kit. Data pr(?tection to start vgith the grst
SEP blished authorization.
npublishe
KCP 6.2-195 | L. Ferencz 2023 Efficacy of fungicides in cereals. N Y Data/study report submitted to PL | Globachem NV
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FE-23-Q-GLOB2020F-2111F-2021F-R0O02
Syntech Research Agrico

GEP

Unpublished

along with the submission of Pirlan-

ko. The product is not registered yet.

Data protection to start with the first
authorization.

KCP 6.2-196

L. Holaschke

2023

Efficacy of fungicides in cereals.
FE-23-Q-GLOB2020F-2111F-2021F-SI03
EAS Austria

GEP

Unpublished

Data/study report submitted to PL
along with the submission of Pirlan-
ko. The product is not registered yet.
Data protection to start with the first

authorization.

Globachem NV

KCP7.1.4

Ashwini, C.

2023

GLOB2020aF: in vitro skin corrosion: reconstructed human
epidermis (RhE) test method

AD-G1189

Adgyl Lifesciences Private Limited

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP9.2.4

Fernandez D.

2023

Estimation of the Predicted Environmental Concentration of
bixafen in groundwater following the application of GLOB2111F
to winter and spring cereals

GLOB2111F-Bixf-GW

Globachem NV

Non-GLP

Unpublished

Globachem
NV

KCP9.2.5

Fernandez D.

2023

Estimation of the Predicted Environmental Concentration of
bixafen in surface water following the application of
GLOB2111F to winter and spring cereals
GLOB2111F-Bixf-SW

Globachem NV

Non-GLP

Unpublished

Globachem
NV

KCP 10.2.1

Zaworska, K.

2023

Daphnia magna acute immobilization test of the test item
GLOB2111F according to OECD guideline 202.
0064/0025/E

SORBOLAB Research Laboratory LLC

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 10.2.1

Domagata, J.

2023

Freshwater algae (Raphidocelis subcapitata) growth inhibition

Data/study report never submitted

Globachem
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test of the test item GLOB2111F according to OECD 201 before to PL NV
guideline.
0064/0024/E
SORBOLAB Research Laboratory LLC
GLP
Unpublished
KCP 10.3.1.1 | Orosz, 1. 2023 A GLP acute contact and oral toxicity study with GLOB2111F on N Y Data/study report never submitted Globachem
honey bees (Apis mellifera). before to PL NV
22/139-116MT
Charles River Laboratories Hungary Kft.
GLP
Unpublished
KCP 10.3.1.1 | Orosz, 1. 2024 A GLP acute contact and oral toxicity study with GLOB2111F on N Y Data/study report never submitted Globachem
bumblebees (Bombus terrestris). before to PL NV
22/139-116MTB.
Charles River Laboratories Hungary Kft.
GLP
Unpublished
KCP 10.3.1.2 | Orosz, 1. 2024 A GLP 10-day chronic oral toxicity study with GLOB2111F on N Y Data/study report never submitted Globachem
honey bees (Apis mellifera). before to PL NV
22/139-134MT
Charles River Laboratories Hungary Kft.
GLP
Unpublished
KCP 10.3.1.2 | Wozniak, A 2023 Honey bee larval toxicity test following repeated exposure of the N Y Data/study report never submitted Globachem
test item GLOB2111F according to OECD GD 239 before to PL NV
ENV/IM/MONO(2016)34.
0064/0026/E
SORBOLAB Research Laboratory LLC
GLP
Unpublished
KCP 10.3.2 Kulec-Ploszczyca, 2024 Extended laboratory residual contact test with the predatory mite N Y Data/study report never submitted Globachem
E. Typhlodromus pyri for regulatory testing of GLOB2111F. before to PL NV
ETOX-2023-30
EcoTox Alliance Sp. z 0. o.
GLP
Unpublished
KCP 10.3.2 Balész, O 2023 Effect of GLOB2111F on the parasitic wasp (4dphidius N Y Data/study report never submitted Globachem
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Data
protection
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rhopalosiphi) in an extended laboratory trial.
22/139-351FD

Charles River Laboratories Hungary Kft.
GLP

Unpublished

before to PL

NV

KCP 10.3.2

Kubisiak, K.

2023

Extended laboratory test to determine the effects of the test item
GLOB2111F on the green lacewing (Chrysoperla carnea).
0064/0028/E

SORBOLAB Research Laboratory LLC.

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 10.3.2

Domagata, J.

2023

Extended laboratory test to determine the effects of the test item
GLOB2111F on the ladybird beetle (Coccinella septempunctata).
0064/0027/E

SORBOLAB Research Laboratory LLC.

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 104.1.1

Orosz, 1.

2023

A GLP reproduction study of GLOB2111F on earthworms
(Eisenia fetida).

22/139-211G

Charles River Laboratories Hungary Kft.

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 10.4.2

Orosz, 1.

2023

A GLP Reproduction Test of GLOB2111F in Soil with
Collembolan (Folsomia candida).

22/139-130CO

Charles River Laboratories Hungary Kft.

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 10.4.2

Orosz, 1.

2024

A GLP Reproduction Test of GLOB2111F in Soil with Predatory
mite (Hypoaspis (Geolaelaps) aculeifer).

22/139-389TLA

Charles River Laboratories Hungary Kft.

GLP

Unpublished

Data/study report never submitted
before to PL

Globachem
NV

KCP 10.5

Adamcsik, B.

2024

A GLP Soil Microorganisms Nitrogen Transformation Study of
GLOB2111F.
22/139-055AN

Data/study report never submitted
before to PL

Globachem
NV
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Charles River Laboratories Hungary Kft.
GLP
Unpublished
KCP 10.6.2 Wozniak, A. 2024 Terrestrial plant test: vegetative vigour test of the test item N Y Data/study report never submitted Globachem
GLOB2111F according to OECD 227 guideline. before to PL NV
0064/0044/E
SORBOLAB Research Laboratory LLC.
GLP
Unpublished
KCP 10.6.2 Wozniak, A. 2024 Terrestial plant test: seedling emergence and seedling growth test N Y Data/study report never submitted Globachem
of the test item GLOB2111F according to OECD 208 Guideline. before to PL NV
0064/0043/E
SORBOLAB Research Laboratory LLC.
GLP
Unpublished
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not l l -
. | Schoening, R. |
Ll an -
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Verte-
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Y/N

Data
protection
claimed
Y/N
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GLP
Unpublished

KCP 5.1.2 | Bardel, P.; Schoening,
KCP 5.2 R.

2006

Analytical method 00983 for the determination of residues of
BYF00587 in/on plant matrices by HPLC-MS/MS

Report No.: 00983

Bayer CropScience AG

GLP

Unpublished

BCS

KCP 5.1.2 | Billian, P.; Druskus,
KCP 5.2 M.

2007

Analytical method 01063 for the determination of residues of
BYF00587 and its metabolite BYF00587-desmethyl in/on animal
tissues, milk and eggs by HPLC-MS/MS

Report No.: 01063

Bayer CropScience AG

GLP

Unpublished

BCS

KCP5.1.2
KCP 52

Brumbhard, B.; Freit-
ag, T

2006

Analytical method 00952 for the determination of residues of
BYF 00587 in soil by HPLC-MS/MS Bayer CropScience AG,
Report No.: 00952, Edition Number: M-281557-01-1 Date:
11.12.2006 GLP, unpublished

GLP

Unpublished

BCS

KCP 5.1.2 | Krebber, R.; Braune,
KCP 5.2 M.

2008

Analytical method 01073 for the determination of bixafen (BYF
00587) in drinking and surface water by HPLCMS/MS

Report No.: 01073

Bayer CropScience AG

GLP

Unpublished

BCS

KCP5.1.2
KCP 5.2

Class, T

2007

BYF 00587: Analytical method for the determination of BYF
00587 in air PTRL Europe, Ulm, Germany

Report No.: P605077505

Bayer CropScience AG

GLP

Unpublished

BCS

KCP 5.2 Ballesteros, C.; Por-

tet, M.

2008

Independent laboratory validation of the analytical method
00983 for the determination of residues of BYF 00587 in/on
Plant Matrices by HPLC-MS/MS

Report No.: MR-08/005

Bayer CropScience S.A., Lyon, France Bayer CropScience AG

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

GLP
Unpublished

KCP 5.2 Ballesteros, C.

2007

Independent Laboratory Validation of the Analytical method
01063 for the determination of residues of BYF00587 and its
metabolite BYF00587-desmethyl in/on animal tissues, milk and
eggs by HPLC-MS/MS

Report No.: MR-08/004

Bayer CropScience S.A., Lyon, France Bayer CropScience AG
GLP

Unpublished

BCS

KCP 6.4 Schulz, M.; Lands-

iedel, R.

2007

Reg.No. 5435595 (metabolite of BAS 700 F) - Salmonella
typhimurium | Escherichia coli reverse mutation assay (standard
plate test and preincubation test).

2007/1051931

BASF AG

GLP

Unpublished

¥N

BASF

KCP 6.4 Schulz, M.; Lands-

iedel, R.

2008a

Reg.No. 5435595 (metabolite of BAS 700 F) - In vitro
chromosome aberration assay in V79 cells.
2008/1002741

BASF SE

GLP

Unpublished

¥N

BASF

KCP 6.4 Schulz, M.; Lands-

iedel, R.

2008b

Reg.No. 5435595 (metabolite of BAS 700 F) - In vitro gene
mutation test in CHO cells (HPRT locus assay).
2008/1014199

BASF SE

GLP

Unpublished

¥N

BASF

KCP 6.4

2009

Reg.No. 5435595 (metabolite of BAS 700 F): Micronucleus test
in bone marrow cells of the mouse.

GLP
Unpublished

BASF

KCP 6.4

2009

Reg.No. 5435595 (metabolite of BAS 700 F) - Prenatal
developmental toxicity study in New Zealand white rabbits -
Oral administration (gavage).

BASF
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

GLP
Unpublished

KCP 6.4

2009

Reg.No. 5069089 (metabolite of BAS 700 F) - Repeated dose
90-day oral toxicity study in Wistar rats - Administration in the
diet

GLP
Unpublished

BASF

KCA 6.1 Billian, P.

2008

Storage stability of BYF 00587 and its metabolite BYF00587-
desmethyl in/on wheat (grain, straw, green material), potato
tuber, lettuce head and oil seed rape for 24 months.

Report No.: MR-06/141

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.2.1 | Miebach, D.; Bon-

gartz, R.

2007a

Metabolism of [pyrazole-5-'*C]BYF00587 in wheat after spray
application

Report No.: MEF-06/347

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.2.1 | Miebach, D.; Bon-

gartz, R.

2007b

Metabolism of [dichlorophenyl-UL-'*C]BYF00587 in wheat
after spray application

Report No.: MEF-06/348

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.2.1 | Spiegel, K.

2007a

Metabolism of [pyrazole-5-'*C]BYF00587 in soybeans after
spray application

Report No.: MEF-07/069

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.2.1 | Spiegel, K.

2007b

Metabolism of [dichlorophenyl-UL-'*C]BYF00587 in soybeans
after spray application

Report No.: MEF-07/068

Bayer CropScience AG

GLP

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCA 6.2.2

2007a

Metabolism of iirazole-S-”C]BYF 00587 in the laying hen

GLP
Unpublished

BCS

KCA 6.2.2

2007b

Metabolism of [dichlorophenyl-UL-'*C]BYF 00587 in the laying
hen
GLP

Unpublished

BCS

KCA 6.2.3

2007a

Metabolism of iirazole-S-”C]BYF 00587 in the lactating goat

GLP
Unpublished

BCS

KCA 6.2.3

F
F

2007b

Metabolism of [dichlorophenyl-UL-'*CIBYF 00587 in the

lactatini ioat

GLP
Unpublished

BCS

KCA 6.3.1 | Schoening, R.;

Raecker, T.; Erler, S.

2007

Determination of the residues of BYF 00587 in/on spring wheat
and winter wheat after spraying of BYF 00587 (125 EC) in the
field in Northern France, Sweden, the United Kingdom and
Germany

Report No.: RA-2320/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.3.1 | Schoening, R.; Rein-

eke, A.

2008

Determination of the residues of BYF 00587 in/on winter wheat
and spring wheat after spraying of BYF 00587 (125 EC) in the
field in Northern France, the United Kingdom, Sweden and
Germany

Report No.: RA-2006/07

Bayer CropScience AG

GLP

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCA 6.3.1 | Schoening, R.;
Raecker, T.; Lorenz,

S.

2007

Determination of the residues of BYF 00587 in/on winter wheat,
wheat, durum and spring wheat after spraying of BYF 00587
(125 EC) in the field in Greece, Italy, Southern France and Spain
Report No.: RA-2321/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.3.1 | Schoening, R.; Rein-

eke, A.

2008b

Determination of the residues of BYF 00587 in/on spring wheat,
wheat, durum and winter wheat after spraying of BYF 00587
(125 EC) in the field in Southern France, Italy, Spain and
Portugal

Report No.: RA-2005/07

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.3.2 | Schoening, R.;

Raecker, T.

2007

Determination of the residues of BYF 00587 in/on spring barley
and winter barley after spraying of BYF 00587 (125 EC) in the
field in Northern France, Sweden, the United Kingdom and
Germany

Report No.: RA-2322/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.3.2 | Schoening, R.; Rein-

eke, A.

2008

Determination of the residues of BYF 00587 in/on spring barley
after spraying of BYF 00587 (125 EC) in the field in Northern
France, Germany, the United Kingdom and Belgium

Report No.: RA-2003/07

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.3.2 | Schoening, R.;

Raecker, T.; Erler, S

2007

Determination of the residues of BYF 00587 in/on spring barley
and winter barley after spraying of BYF 00587 (125 EC) in the
field in Southern France, Italy, Spain and Portugal Report No.:
RA-2323/06

Bayer CropScience AG

GLP

Unpublished

BCS




GLOB2111F / Starinta
Part A - National Assessment
Applicant / version

Page 67 /74

Template for chemical PPP

Version May 2025

Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

KCA 6.3.2 | Schoening, R.; Rein-

eke, A.

2007

Determination of the residues of BYF 00587 in/on spring barley
and winter barley after spraying of BYF 00587 (125 EC) in the
field in Southern France, Italy and Spain

Report No.: RA-2004/07

Bayer CropScience AG

GLP

Unpublished

N

BCS

KCA 6.4.1

2007

Bixafen: Feedini studi laying hens (Gallus gallus domesticus)

GLP
Unpublished

BCS

KCA 6.4.2

—
-

2008

Bixafen: Feedini studi with dairy cows

GLP
Unpublished

BCS

KCA 6.5.1 | Justus, K.; Kuhnke,

G.

2008

BYF 00587: Aqueous hydrolysis under conditions of processing
studies

Report No.: MEF-07/437

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.5.3 | Schoening, R.; Bil-

lian, P.; Wolters, A.

2007

Determination of the residues of BYF 00587 in/on spring barley
grain and the processed fractions (brewers's malt; malt culms; ...
) after spraying of BYF 00587 (125 EC) in the field in Sweden,
Germany and Northern France.

Report No.: RA-3324/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.6.2 | Weber, E.; Spiegel,

K.; Koehn, D.

2007a

Metabolism of [pyrazole-5-'*CIBYF 00587 in confined
rotational crops

Report No.: MEF-07/071

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.6.2 | Weber, E.; Spiegel,

2007b

Metabolism of [dichlorophenyl-UL-'"*C]BYF 00587 in confined

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

K.; Koehn, D.

rotational crops

Report No.: MEF-07/070
Bayer CropScience AG
GLP

Unpublished

KCA 6.6.3

Schoening, R.; Erler,
S

2008a

Determination of the residues of BYF 00587 in/on the field
rotational crops turnip, lettuce, winter wheat and spring wheat
after spraying of BYF 00587 (125 EC) in the field in Germany
Report No.: RA-2139/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.6.3

Schoening, R.; Erler,
S.

2008b

Determination of the residues of BYF 00587 in/on the field
rotational crops turnip, lettuce, winter wheat and spring wheat
after spraying of BYF 00587 (125 EC) in the field in Northern
France

Report No.: RA-2143/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCA 6.6.3

Schoening, R.; Erler,
S.

2008¢

Determination of the residues of BYF 00587 in/on the field
rotational crops turnip, lettuce, winter wheat and spring wheat
after spraying of BYF 00587 (125 EC) in the field in Germany
Report No.: RA-2144/06

Bayer CropScience AG

GLP

unpublished

BCS

KCA 6.6.3

Schoening, R.; Erler,
S.

2008d

Determination of the residues of BYF 00587 in/on the field
rotational crops carrot, lettuce and winter wheat after spraying of
BYF 00587 (125 EC) in the field in Spain

Report No.: RA-2145/06

Bayer CropScience AG

GLP

Unpublished

BCS

KCP
9.1.1.1

Sneikus, J. ; Koehn,
D.

2005

[Pyrazole-5-14C] and [dichlorophenyl-UL14C]BYF00587:
Aerobic soil metabolism in 4 EU soils

Bayer Crop Science AG

Report No.: MEF-05/172

BCS
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Company Report No. brate |protection claimed

Source (where different from company) study claimed

GLP or GEP status Y/N Y/N

Published or not

GLP

Unpublished
KCP Unold, M.; Bayer, H. 2009 Rate of degradation of M700F002 (metabolite of BAS 700 F) in N N - BASF
9.1.1.1 aerobic soil.

BASF SE

2009/1070322

GLP

Unpublished
KCP Simmonds, M.; 2006 [Dichlorophenyl-UL-14C] and [pyrazole-5-14C]-BYF00587: N N - BCS
9.1.1.1 Lowden, P. Anaerobic soil degradation

Battelle UK Ltd. / Bayer Crop Science AG
Report No.: CX/05/045

GLP

Unpublished

KCP Heinemann, O. 2007 Determination of the residues of BYF 00587 and BYF 00587- N N - BCS
9.1.1.2 desmethyl in/on soil after spraying of BYF 00587 (450 SC) in
the field in Germany, United Kingdom, Sweden, France, Spain
and Italy

Bayer Crop Science AG, Report No.: RA-2056/05

GLP

Unpublished

KCP Unold, M.; et al. 2009 Field soil dissipation study of M700F002 (metabolite of BAS N N - BASF
9.1.1.2 700 F) in the formulation EXP 5435595 on bare soil at four
different locations in Europe, 2008-2009.

BASF SE;

2009/1070325

GLP

Unpublished

KCP Hardy, 1.AJ. 2009a | BAS 700 F: Kinetic modelling analysis of M700F002 data from N N - BASF
9.1.1.2 field soil residue studies conducted in Europe.
Battelle UK Ltd

Non-GLP

Unpublished

KCP Hardy, I.AJ. 2009b | BAS 700 F: Timestep normalisation analysis of M700F002 data N N - BASF
9.1.1.2 from field soil residue studies conducted in Europe.
Battelle UK Ltd

2009/1093281

Non-GLP
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GLP or GEP status Y/N Y/N
Published or not
Unpublished
KCP Koehn, D.; Haas, M 2005 BYF00587: Adsorption/desorption on five soils N N - BCS
9.1.2.1 Bayer Crop Science AG
Report No.: MEF-04/455,
GLP
Unpublished
KCP Hassink, J.; Stephan, 2009 Determination of the adsorption/desorption behaviour of N N - BASF
9.1.2.1 A. M700F002 (metabolite of BAS 700 F) on different soils
BASF SE
2009/1070296
GLP
Unpublished
KCP 9.2, Oddy, A.; Doble, M. 2006 [Dichlorophenyl-UL-14C] and [pyrazole-5-14C]-BYF 00587: N N - BCS
KCP Degradation and retention in two water/sediment systems
9.2.1, Battelle UK Ltd. / Bayer Crop Science AG
KCP Report No.: CX/05/060
922, GLP
KCP9.2.3 Unpublished
KCP [ 2005 | Acute oral toxicity for bobwhite quail (Colinus virginianus) with Y N - BCS
10.1.1 BYF 00587 techn. a.s..
GLP
Unpublished
KCP [ 2007 | BYF 00587: Effects of a subchronical dietary exposure to Y N - BCS
10.1.1 northern bobwhite quails including effects on reproduction and
behaviour.
GLP
Unpublished
KCP F 2009 | Toxicity of Bixafen (BYF 00587) Technical on the 6-Week Y N - BCS
10.1.1 Reiroduction to the Bobwhite Quail (Colinus virginianus).
GLP
Unpublished
KCP _ 2005 | BYF 00587 - Acute toxicity in the rat after oral administration. Y N - BCS
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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

10.1.2

KCP
10.1.2

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

GLP
Unpublished

KCP
10.2.1

2007

Technical grade BYF 00587: A two generation reproductive

toxicii studi in the Wistar rat.

GLP
Unpublished

BCS

2006

Acute toxicity of BYF 00587 (tech.) to fish (Oncorhynchus

mikissi under static conditions.

GLP
Unpublished

BCS

KCP
10.2.1

Bruns, E.

2006

Acute toxicity of BYF 00587 tech. to the waterflea Daphnia
magna in a static laboratory test system

Report No.: EBDRP004

Bayer CropScience AG

GLP

Unpublished

BCS

KCP
10.2.1

Dorgerloh, M.

KCP
10.2.2

2006a

Pseudokirchneriella subcapitata growth inhibition test with BYF
00587 AG.

Report No.: EBDRP005

Bayer CropScience

GLP

Unpublished

BCS

2006b

Early-life Stage toxicity of BYF 00587 tech. to fish (Pimephales

iromelas i

GLP
Unpublished

BCS

KCP
10.2.2

Bruns, E.

2007

Influence of BYF00587 (tech.) on development and reproductive
output of the waterflea Daphnia magna in a static renewal
laboratory test system.

Report No.: EBDRP064

Bayer CropScience AG

GLP

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCP
10.2.2

Dorgerloh, M.

2007

Chironomus riparius 28-day chronic toxicity test with bixafen
(tech.) in a watersediment system using spiked water.

Report No.: EBDRP088

Bayer CropScience AG

GLP

Unpublished

BCS

KCP
10.2.2

Bruns, E.

2009

Chironomus riparius 28-day chronic toxicity test with bixafen
(tech.) in a watersediment system using spiked sediment.
Report No.: EBDRP155

Bayer CropScience AG

GLP

Unpublished

BCS

KCP
10.3.1.1

Schmitzer, S.

2005

Effects of BYF 00587 (acute contact and oral) on honey bees
(Apis mellifera L.) in the laboratory

Report No.: 24481035

IBACON GmbH

GLP

Unpublished

BCS

KCP
10.4.1

Luehrs, U.

2006a

BYF 00587: Acute toxicity (14 days) to the earthworm Eisenia
fetida in artificial soil with 5% peat

Report No.: 29612021

IBACON GmbH

GLP

Unpublished

BCS

KCP
104.1.1

Luehrs, U.

2006b

BYF 00587: Effects on reproduction and growth of earthworms
Eisenia fetida in artificial soil with 5% pea

Report No.: 29611022

IBACON GmbH

GLP

Unpublished

BCS

KCP
104.2

Luehrs, U.

2007

BYF 00587 EC 125: effects on reproduction of the collembola
Folsomia candida in artificial soil with 5% peat

Report No.: 36952016

IBACON GmbH

GLP

Unpublished

BCS

KCP

Kratz, M. A.

2007

Bixafen EC 125: Influence on mortality and reproduction on the

BCS
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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

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

10.4.2

soil mite species Hypoaspis aculeifer tested in artificial soil with
5 % peat

Bayer CropScience AG

Report No.: KRA-HR-4/07

GLP

Unpublished

KCP 10.5

Leicher, T.;

2007

Determination of effects on nitrogen transformation in soil.
Report No.: LRT-N-79/07

Bayer CropScience AG

GLP

Unpublished

BCS

The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

KCP XX

Author

YYYY

Title

Company Report No

Source

GLP/non GLP/GEP/non GEP
Published/Unpublished

Y/N

Y/N

Data/study report never submitted
before to <insert MS>

If previously submitted in this MS:
Data protection started with: <insert
authorization number of first au-
thorization>

Owner
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List of data relied on and not submitted by the applicant but necessary for evaluation

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP XX Author YYYY | Title Y/N Y/N Data/study report never submitted Owner
Company Report No before to <insert MS>
Source
GLP/non GLP/GEP/non GEP If previously submitted in this MS:
Published/Unpublished Data protection started with: <insert
authorization number of first au-
thorization>




