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PART A
RISK MANAGEMENT

1 Details of the application

Applicant Name: Elvita Sp. z 0.0.
Applicant Address: ul. Dworcowa 4, 87-400 Golub-Dobrzyn

Florasulam was reviewed as part of the renewal of approval procedure by the Member States and the
Commission and the Commission review report finalised on 14.08.2015 approved Florasulam in
accordance with Regulation (EC) No. 1107/2009 (Regulation 2015/1397).

Member States should take particular attention to:

. the active substance data is relied upon in the risk assessment of the formulation; or when

. the EU review concluded that additional data/information should be considered at national re-
registrationn.

. the risk to aquatic organisms and non-target terrestrial plants. Conditions of use shall include

risk mitigation measures, where appropriate.
1.1 Application background
This application was submitted by the company Elvita Sp. z 0.0. on October 31st, 2023. The

application was for approval of the product Floras 50 SC, containing 50 g of pure Florasulam per
1 liter.

Florasulam is the ISO common name for 2',6',8-trifluoro-5-methoxy[1,2,4]triazolo[1,5-c] pyrimidine-
2-sulfonanilide (IUPAC).

The evaluated representative uses are as an Herbicide on Cereals.
1.2 Letters of Access

Letter of access for technical equivalence of active substance technical material.
Data protection period for active substance had already been terminated.

1.3 Justification for submission of tests and studies

Submitted test and study reports are necessary for first authorization because Floras 50 SC has an
unique formulation and in the Polish market similar formulation does not exist.

14 Data protection claims

Data protection is claimed in accordance with Article 59 of Regulation (EC) No. 1107/2009 as
provided for in the list of references in Appendix 4.

2 Details of the authorization decision
2.1 Product identity

Product code Floras 50 SC

Product name in MS Floras 50 SC

Authorization number
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Function Herbicide

Applicant Elvita Sp. z 0.0.

Active substance(s)

(incl. content) Florasulam 50 g/l

Formulation type SC — Suspension Concentrate

Packaging HDPE: 0.121;0.251;0.50I; 1,01;51; 10 I; 20 I; 220 I; 1000 |

Coformulants of concern for

. L No coformulants of concern.
national authorizations

Restrictions related to identiy

Mandatory tank mixtures Not applicable

Recommended tank mixtures

2.2 Conclusion

The evaluation of the application for Floral 50 SC, HerbiFlo 50 SC resulted in the decision to grant the
authorization.

The evaluator also verified whether the co-formulants contained in plant protection product Floras 50
SC/ HerbiFlo 50 SC are listed in Annex Ill 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 Floras 50 SC/HerbiFlo 50 SC does not contain any unacceptable co-
formulant/ingredient listed in the Commission Regulation (EU) 2021/383 amending Annex Il to
Regulation (EC) No 1107/20009.

According to the current knowledge and available information none of the co-formulants in the plant
protection product Floras 50 SC/HerbiFlo 50 SC meets the Annex to Regulation (EU) 2023/574
criteria 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 candidate for inclusion in Annex Il of Regulation (EU) 1107/20009.

Detailed assessment of co-formulants according to Article 3 of Regulation (EU)2023/574 can be found
in annex to Part C of this submission (section 1.2.2).

2.3 Substances of concern for national monitoring

No data.

2.4 Classification and labelling

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

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




Floras 50 SC Page 7 /48
Part A — National Assessment Version: June 2024
ZRMS version

Hazard class(es), categories: -

Hazard pictograms or Code(s) for

hazard pictogram(s): GHS09
Signal word: Warning
Hazard statement(s): H410
. . P391
Precautionary statement(s): P501
To avoid risks to man and the environment, comply with the instructions for use.
Additional labelling phrases: [EUHflOl] S . .
) Contains 1,2-Benzisothiazolin-3-one. May produce an allergic reaction
[EUH208]

See Part C for justifications of the classification and labelling proposa Is.

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

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

2.5 Risk management

251 Restrictions linked to the PPP

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

Operator protection:

respective code if

! national PPE requirements
available

Worker protection:

respective code if

! national PPE requirements
available

Integrated pest management (IPM)/sustainable use:

respective code if The risk of resistance has to be indicated on the package and in the instructions of use. Particularly
available measures for an appropriate risk management have to be declared.

Environmental protection

Spe3 To protec aquatic organism, respect 10 vegetative buffer zone to surface water bodies for
respective code if (winter wheat)

available Spe3 To protec non target terrestrial plants, respect 5 meter buffer zone to non-crop land.
(winter wheat, spring barley)

Other specific restrictions: none

2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under
point 2.5.1 (mandatory labelling):
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Integrated pest management (IPM)/sustainable use:

Relevant for use no.

respective code if
available

The instructions for use must include a summary of weeds which can
be controlled well, less well and insufficiently by the product, as well
as a list of species and/or varieties showing which crops are tolerant of
the intended application rate and which are not.

use number from GAP
tablein 0

Environmental protection:

Relevant for use no.

respective code if
available

The product may not be applied in or in the immediate vicinity of
surface or coastal waters. Irrespective of this, the minimum buffer zone
from surface waters stipulated by state law must be observed.

use number from GAP
tablein 0
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2.6 Intended uses (only NATIONAL GAP)
GAP rev. 2 , date: 2024-04
PPP (product name/code): Floras 50 SC Formulation type: sC
Active substance: Florasulam Conc. of as 1: 50 g/l
Safener: No Conc. of safener: -
Synergist: No Conc. of synergist: -
Applicant: Elvita Sp. z 0.0. Professional use: X
Zone(s): Central Non professional use: O
Verified by MS: No
Field of use: Herbicide
1 2 3 4 5 6 ‘ 7 ‘ 8 ‘ 9 10 ‘ 11 ‘ 12 13 14 15
Use- | Member | Crop and/ | F, Pests or Group of Application Application rate PHI | Remarks: zRMS Conclusion
No. |state(s) |or Fn, ests controlled . 3 days) | e.g.
* ©) situation | Fnp P Method / | Timing/ | Max. | Min. L product/ | g as/ha Water (days) sagfler?er/ 8
G (additionally: Kind Growth | number | interval ha a) max. rate | L/ha synergist § 5 3
(crop Gn, | developmental stages stage of | a) per between_ a) max. per appl. min/ per ha, el £ 3| . g § § g -
destination | Gnp | of the pest or pest crop& | use applications | rate per b) max. max otherdose | £ E| 2| S| & g Eg 2
/ purpose | or group) season b) per | (days) appl. total rate rate sl =l 8] 2| 8 = s E &
crop/ b) max. per : 2| S| 8| &| < S |g9 &
of crop) | expression, | £ | S| 2| | 4 S e w
season total rate | crop/season dose range = g it g =
per (min-max) < =
crop/season 14
Zonal uses (field or outdoor uses, certain types of protected crops)
1 Poland | Winter F | Anthemis arvensis, Foliar BBCH 1 - a) 0.1 Florasulam: | 200-400 - Herbicide | A| A [ A | A | A R AlA
wheat , spraying; 20-32 5.0 for use Aquatic
Brassica napus, small with field scenario,
Capsella bursa- drops sprayers NTTP
pastoris, Descurainia
sophia, Fallopia
convolvulus, Galium
aparine,
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1 2 3 4 5 6 R o | u | 12 | 14 15
Use- | Member | Crop and/ | F, Pests or Group of Application Application rate PHI | Remarks: zZRMS Conclusion
2‘0' state(s) girtuation IEEp pests controlled Method / | Timing / | Max. | Min. L product/ |g as/ha Water (days) gﬁér?er/ 2
G (additionally: Kind Growth | number | interval ha a) max. rate | L/ha synergist § s 3 .
1 A > Q g
(crop Gn, | developmental stages stage of | a) per betV\{een_ a) max. per appl. min/ per ha, el €| 3| o g = sg .
destination | Gnp | of the pest or pest crop& | use applications | rate per b) max. max otherdose | £ | E| 2 N 3 = ]
/purpose |or | group) season b) per | (days) appl. total rate rate ] 3 gl gl s X "5 :E
ofcrop) |1 crop/ b) max. per expression, | £ | 2| @ b 3 g5 uw
season total rate | crop/season dose range s = ] S c
[V
per (min-max) < -
crop/season 14
Tripleurospermum
inodorum, Myosotis
arvensis, Papaver
rhoeas,
, Sinapis
arvensis, Stellaria
media, Thlaspi
arvense, Veronica
persica.
2 Poland | Spring F | Anthemis arvensis, Foliar BBCH 1 - a) 0.1 Florasulam: | 200-400 - Herbicide
barley Amaranthus spraying; | 12-32 5.0 for use
retroflexus, Brassica | small with field
napus, Capsella drops sprayers

bursa-pastoris,
Chenopodium album,
Descurainia sophia,
Fallopia convolvulus,
Galeopsis tetrahit,
Galium aparine,
Galinsoga parviflora,
Tripleurospermum
inodorum, Silene
latifolia subsp. Alba,
Myosotis arvensis,
Polygonum aviculare,

Sinapis arvensis,
Stellaria media,
Thlaspi arvense,
Veronica persica.

Use number(s) in accordance with the list of all intended
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Remarks
table
heading:

Remarks
columns:

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

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

g/kg or g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the
situation should be described (e.g. fumigation of a structure)

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

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

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

* Explanation for column 15 “Overall conclusions”

A

Acceptable

R

Acceptable with further restriction

C

Bl Not acceptable / evaluation not possible

To be confirmed by cMS

(d)
©

®

Select relevant

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

No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.

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

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

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

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

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

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

PHI - minimum pre-harvest interval

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

Overall conclusions - explanation for the column 15 is below *
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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 homogenous white liquid, with a
characteristic odour. It is not explosive, has no oxidising properties. The product is not flammable.
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 two-year stability study at ambient temperature is ongoing. The product showed no sig-
nificant physical changes after one years of storage. The stability data indicate a shelf life of at least 2
years at ambient temperature when stored in HDPE packaging material. Its technical characteristics
are acceptable for a Suspension Concentrate formulation.

The intended concentration of use is 0.025% to 0.05%.
The product is not intended to be mixed in the tank together with other products.

3.2 Efficacy (Part B, Section 3)

This point summarizes the information related to the efficacy of the plant protection product Floras 50
SC. The formulation of this product is a Suspension Concentrate (SC) and it comprises the active
substance florasulam (50 g/L). Floras 50 SC is a foliar herbicide used for the control of broad-leaved
weeds in winter wheat and spring barley. Formulations containing florasulam, alone or co-formulated
with other compounds are registered for use widely on various cereal crops.

3.3 Efficacy data

Preliminary range finding tests have not been conducted, since the effect of the active substance is
well known and sufficient large scale efficacy trials are available to evaluate the effectiveness of
Floras 50 SC.

A total of 30 valid efficacy field trials carried out in 2022 were considered for the evaluation of
herbicide Floras 50 SC containing 50 g/L florasulam. The trials were conducted in 1 EPPO zone:
North-East (PL).

Based on the efficacy trial results the following target weed species can be accepted in North-East
EPPO zone (PL) and classified according to SANCO/10055/2013 Rev. 4, 3 October 2013:

Winter wheat

Highly susceptible (HS): ANTAR, BRSNW, MATIN, MYOAR, THLAR

Susceptible (S): CAPBP, DESSO, GALAP, PAPRH, POLCO, SINAR, STEME

Moderately susceptible (MS): VERPE

Spring barley

Highly susceptible (HS): ANTAR, GASPA, MATIN, MELAL, POLAV

Susceptible (S): AMARE, BRSNW, CAPBP, DESSO, GALAP, MYOAR, POLCO, SINAR, STEME,
THLAR, VERPE

Moderately susceptible (MS): CHEAL, GAETE

Tolerant (T): VIOAR

MED (minimum effective dose)

In order to provide information to establish the Minimum Effective Dose (MED), some of the trials
conducted to demonstrate efficacy should include at least one dose(s) lower (for example 60-80% of
the recommended dose) than the recommended dose It is used to achieve the desired effect. During
field tests, applicant used different doses of herbicide — Floras 50 SC (product code: Floras 50 SC).
Therefore, in the appropriate researches of efficacy were tested differ doses and to register was chosen
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the lowest effective dose, which is in accordance to EPPO PP 1/225 (2) “Minimum effective dose”.

Efficacy was tested under a range of environmental conditions to determine fully challenge the
product. Data are presented from trials conducted in North-East EPPO Zone (in total 30 trials: winter
wheat - 15 trials and spring barley - 15 trials).

Different doses were tested in the trials:
« winter wheat — 0.05 L/ha; 0.08 L/ha and 0.1 L/ha
» spring barley — 0.05 L/ha; 0.08 L/haand 0.1 L/ha

Based on results achieved on dicotyledonous weeds in cereal crops, it can be concluded that to
consistently control frequently occurring broad-leaved weeds in cereals, Floras 50 SC should be
applied early post-emergence at dose rate of 0.1 L/ha, justified as the Minimum Effective Dose.

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

An analysis of the occurrence and possible development of resistance associated with the GAP uses of
the test product Floras 50 SC (florasulam) based on the most recent resistance situation should be
provided according to EPPO Standard PP 1/213 (4) ‘Resistance risk analysis’.

The resistance risk of Floras 50 SC was evaluated by combining the inherent factors posed by the
herbicide and the inherent factors of the target weeds under consideration of the agronomic risk of the
intended use.

As a basis for this analysis, available resistance data were mainly retrieved from Heap, I.: ‘The Inter-
national Survey of Herbicide Resistant Weeds’ and the database of the ‘Herbicide Resistance Action
Committee’ (HRAC). Details on the species-specific biological characteristics of the target weeds
were retrieved from publications in the public domain (e.g. websites of the German BVL (Federal
Office of Consumer Protection and Food Safety), the German JKI (Federal Research Centre for Cul-
tivated Plants), and official plant protection services).

Mode of Action of Floras 50 SC (containing florasulam):

Florasulam: Inhibition of ALS (branched chain amino acid synthesis). Herbicide for post-emergence
control of dicotyledonous weeds. Taken up by root and shoots, translocated in both xylem and phlo-
em. Chemical group: Triazolopyrimidine.

FLORASULAM

is classified as a HRAC group 2 (previously group B) herbicide. Herbicidal activity rests upon the
inhibition of the acetolactate synthase (ALS). ALS is a key enzyme in the biosynthesis of the
branched-chain amino acids isoleucine, leucine, and valine. The inhibition of ALS eventually leads to
a blockage of DNA synthesis. 58 different active ingredients belong to this group, including the
chemical families triazolopyrimidine, sulfonylurea, imidazolinonepyrimidinyl(thio)benzoate and
sulfonylaminocarbon-yl-triazolinone. The active ingredient florasulam belongs to the chemical family
triazolopyrimidine. This group includes as well the active ingredients cloransulam-methyl, diclosulam,
flumetsulam, metosulam, penoxsulam and pyroxsulam.

ALS resistance (HRAC group 2) in dicotyledonous weeds is mainly due to Target Site Resistance
(TSR) resulting from changes in the ALS enzyme conferred to a point mutation. Delye, C.; Pernin, F.
and Scarabel, L. (2011) investigated the diversity of ALS resistance mechanisms in Papaver rhoeas in
Italy. Is has been demonstrated that TSR is assigned to the mutant alleles Arg197, His197, Leul97,
Ser197, Thr197 and Leu574. However, with respect to the active ingredient florasulam moderate or no
resistance was detected at field rates.

Resistant weed populations against HRAC group 2 herbicides have been documented worldwide.
About 708 resistant cases are documented worldwide. However, the majority of cases have been
documented in Northern America. Within the Central EU Zone, about 45 resistance cases have been
documented.

According to the International Herbicide-Resistant Weed Database, worldwide cases of resistance
against herbicides of the HRAC class 2 are recorded for 174 different weed species. About 106 cases
have been reported for dicotyledonous weed species and 68 cases for monocotyledonous weeds.
Within the Central EU Zone ALS resistance cases have been reported in 9 different dicotyledonous
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weeds. Resistance cases associated with the active ingredient florasulam have been found in 4 dicoty-
ledonous species: Papaver rhoeas, Stellaria media, Tripleurospermum perforatum, Anthriscus
caucalis.

Cross resistance: ALS resistance (HRAC group 2) is mainly due to Target Site Resistance (TSR)
resulting from changes in the ALS enzyme conferred to a point mutation. TSR is associated with an
increased likelihood of cross resistance between active ingredients between the same HRAC group.
With respect to the active ingredient florasulam worldwide 36 resistance cases have been reported for
23 different weed species. Within the Central EU Zone 7 resistance cases have been reported for 6
different species. In the majority of cases cross resistance has been reported to ALS inhibitors (HRAC
Group 2) herbicides. In one case located in Israel multiple sites of action resistance was reported in a
publication and in the HRAC database for the monocotyledonous species Lolium rigidum. However,
as monocotyledons species usually are not sensitive to florasulam the conclusion for multi-site
resistance in this grass weed are considered to be of low relevance.

Baseline sensitivity data can be referred to from product registration within the Central EU Zone.
Herbicidal products based on the active ingredient florasulam have been introduced to the market in
1999. Despite the fact that any specific baseline sensitivity data obtained prior to the use of florasulam
products was not compiled, the sensitivity level and variation is considered to be well documented in
field trials included in product registration dossiers submitted for first authorisations in the EU. These
dossiers include efficacy data of florasulam products for herbicidal use. These can be considered as
‘baseline’ sensitivity data to give an understanding of the variation in sensitivity of target populations.
According to the national pesticide databases several products containing florasulam are registered in
the EU.

A possible occurrence of weed resistance is not only the result of inherent factors of the active in-
gredient and/or the target weeds, but arises from a number of different external factors e.g. dose rate,
application timing, application technique, climatic conditions, field history, and others. These have
direct or indirect influence on the interrelation between the chemistry of a compound and the physi-
ology of a weed plant which is resulting in the agronomic risk.

Considering the inherent factors of the herbicide and the inherent factors of the target weeds together
with the agronomic risk, a medium resistance risk is concluded for the uses of Floras 50 SC applied
for. This conclusion is not only based on the documentation of reported florasulam resistance cases —
which are generally limited within the Central EU Zone — but as well on the low potential for future
development of resistant weed species. Despite the fact that for the species Amaranthus retroflexus
(AMARE), Chenopodium album (CHEAL), Matricaria spp. (MATSS), Papaver rhoeas (PAPRH),
Stellaria media (STEME) and Matricaria maritima subsp. inodora (MATIN) a high inherent
resistance risk was assessed, the agronomic risk is assumed to be merely medium as a result of the
conditions of use of Floras 50 SC.

A special monitoring program is not envisaged due to the results of this resistance risk analysis con-
cluding a medium risk for this product. However, observations of potential changes in the perfor-
mance of any product should generally be reported to relevant company representatives and/or advi-
sory organisations. Especially weed species with an elevated resistance risk should be carefully ob-
served. Suspicious biotypes should be tested in special biotests to verify whether an observed reduced
performance of a product is actually due to resistance or whether it was an effect of other factors as
e.g. unfavourable use conditions.

Management strategy

Since the resistance risk of the uses of Floras 50 SC as applied for are considered to be medium, the
implementation of a special management strategy is required. General principles of good agricultural
practice should be considered to lower the weed pressure as presented below:

- frequent alternation with products belonging to other HRAC mode of action groups,
- use products at recommended doses and spray intervals,

- follow label recommendations,

- apply only under appropriate weather and soil conditions,

- avoid seeding of weed populations in field,

- monitor pest populations in order to detect first shifts in sensitivity.
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The resistance management strategy proposed by the Applicant to be included in the product label is
presented below:

The herbicide Floras 50 SC contains active substance: florasulam belonging to triazolopyrimidine

chemical group (HRAC group: 2). To prevent possible resistance development, the following rules

should be applied:

- use the herbicide according to the label recommendations including the recommended dose rate
and the right application timing to ensure optimal weed control,

- adjust the choice of herbicide and the decision about treatment to the prevailing (possibly
potential) weed infestation, considering the dominant species and the harmfulness thresholds,

— use the herbicide alternately or in mixture with other herbicides belonging to different chemical
groups with different modes of action,

- use herbicides (with different modes of action), that act on several weed life processes in rotation
and/or mixture,

- use the herbicide with a given mode of action only once during the growing season of the crop,

- adapt the cultivation practises to field conditions, especially to the type and severity of weeds,

- use various weed control methods including crop rotation etc.,

- use only certified seeds,

- clean agricultural machines to prevent the transfer of weed propagating material to other sites,

- inform the authorization holder about not satisfying efficacy achieved,

- for more information, contact your advisor, authorization holder or representative of the
authorization holder.

Phytotoxicity:

Twelve selectivity trials were carried out in winter wheat (6 trials) and in spring barley (6 trials) in
North-East EPPO zone (PL) in 2022. Phytotoxicity assessment was carried out on different cereal crop
varieties (commercially grown varieties). Dose rates: 0.1 L/ha (1N recommended) and 0.2 L /ha (2N)
were tested in all selectivity trials.

No phytotoxicity symptoms caused by Floras 50 SC at the recommended dose rate of 0.1 L/ha (1N)
and the double tested dose rate of 0.2 L/ha (2N) were recorded in all trials carried out on target crops.
Similarly, no phytotoxicity was noted after application of reference product Upton 50 SC.

Effect on the yield:

The effect of Floras 50 SC on the crop yield was evaluated in twelve selectivity trials (6 trials in winter
wheat and 6 trials in spring barley). The applicant submitted 12 reports containing the results of yield
obtained in 2022. In all the trials, there were no significant differences in the yield quantity between
the treated and untreated samples.

The submitted trial results showed no negative impact of Floras 50 SC applied at recommended dose
rate of 1.0 L/ha on the yield of winter wheat and spring barley.

Effect on the quality of yield:

Quality yield parameters such as TGW and HLW were assessed in 12 trials (6 winter wheat trials and
6 spring barley trials). The parameter of protein content was presented in 6 trials conducted in winter
wheat and 4 trials in spring barley.

Results from all trials showed no adverse effect on the yield quality parameters (HLW and TGW) after
application of Floras 50 SC. Similarly, there was no negative impact of the tested herbicide on the
protein content in 6 trials conducted in winter wheat and 4 trials in spring barley. Similar results have
been demonstrated for reference product Upton 50 SC.

Effects on transformation processes:
No processing trials are available for Floras 50 SC. There is no indication from agricultural practice
that herbicides with the active substances florasulam have affected the processing of harvested cereal
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grains in the past. Furthermore, the test product is intended for application in spring and winter cereals
(BBCH 12-32 of the crop), not close to harvest or after harvest.

Effect on propagating purposes:

Impact on propagation is relevant especially for pre-harvest uses. The proposed latest time of
application is before BBCH 39 (BBCH 12-32 for cereals), No negative impact of Floras 50 SC for
propagating material is expected as the active substance florasulam is commonly used for many years
in many countries. No adverse effects on parts of plant used for propagating purposes were reported.
No adverse effect on the yield and quality and no phytotoxicity symptoms were recorded in the field
trials. Also, no information is available pointing to presence of any limitations to using of florasulam
in cereals.

Impact on succeeding crops

For a preliminary estimate of the impact on succeeding crops, a laboratory study on seedling

emergence may by indicated. Results from the submitted Seedling Emergence and Seedling Growth

Test provide information about sensitivity of tested crops. Adverse effects of Floras 50 SC were

observed in all tested crops:

- inhibition of seedling emergence and growth (considering plant number) of flax and onion,

- inhibition of growth (considering shoot length) of cabbage, flax, carrot and onion. Slight effects
are possible to occur on perennial ryegrass and oats,

- inhibition of growth (considering dry shoot weight) of cabbage, flax and carrot. Moderate effect is
possible to occur on onion, perennial ryegrass and oats.

- phytotoxicity symptoms on cabbage, flax, carrot, onion and oat (the fewest on oats).

Results from Seedling Emergence and Seedling Growth Test indicate that the most sensitive crops
were cabbage, flax, carrot and onion.

The half-life (DTsp) for Florasulam in soil is short — about 2-18 days. Therefore, the impact on
succeeding crops is unlikely to occur.

The following notes for succeeding crops are recommended to be included in the product label:

The product Floras 50 SC decomposes in the soil during the growing season to a level that poses no
risk to succeeding crops. In case it is necessary to close down the plantation, where the product was
used (as a result of crop damage caused by frost, disease or pest), it is possible to grow winter and
spring cereals at this field after pre-sowing cultivation.

Impact on other plants including adjacent crops

Results from Vegetative Vigour Test have shown adverse effects of Floras 50 SC on the tested crops:

- inhibition of growth (considering shoot length) of cabbage, flax, carrot and onion. Slight effects
are possible to occur on perennial ryegrass and oats,

- inhibition of growth (considering dry shoot weight) of cabbage, flax, carrot and onion. Slight
effects are possible to occur on perennial ryegrass.

Generally, the product is a foliar herbicide effective on broad-leaved weeds. Therefore, warnings to

avoid spray drift on adjacent crops should appear on the label. In order to avoid the risk of adverse

effects on adjacent crops, being in accordance with the rules of good agricultural practice it is

recommended to include, in the product label, the following remark: When using Floras 50 SC do not

allow spray drift to the neighbouring crop plantations.

3.4 Methods of analysis (Part B, Section 5)

Presented methods for determination of active substances and relevant impurities in the product Floras
50 SC are specific. The validation parameters are within the acceptance range and fulfil EU
requirements given in SANCO /3030 /99 rev.4 5.

Active substance
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Validation - Results and discussions

Florasulam

Author(s), year

Kupiec J., 2022

Principle of method

The content of active substance in the examined sample was
determined by high performance liquid chromatography
(HPLC) using reverse phase column, UV/Vis detection
(wavelength 260 nm) and external standard.

Chromatographic conditions:

Column temperature: 40 °C

Mobile phase flow rate: v = 1.0 mL/min

Wavelength: A =260 nm

Injected volume: 5 pL

Mobile phase: Acetonitrile + Water

Linearity

Equation for Florasulam:
y=8365610x — 5909,439
Correlation coefficient:
R?=10,999

The linearity of the detector response was assessed using five
standards solutions of Florasulam in the concentration range
from 0.3018 mg/ml to 0.7545 mg/ml. To

prepare the calibration curve volumes of: 0.60 ml, 0.80 ml, 1.00
ml, 1.20 ml and 1.50 ml of standard solution (5.0299 mg/ml)
were pipetted to 10 ml flasks and

acetonitrile was added up to the nominal volume.

Precision — Repeatability Mean
Florasulam:
n=6; 0,61 % RSD, RSDr<2.11

The content of Florasulam in the Floras 50 SC preparation was
determined by analysis of six - about 100 mg - portions of the
specimen solution.

Accuracy
Florasulam:

n=12

101,92 % Recovery

Recovery of the method for determination of Florasulam
content in Floras 50 SC preparation was assessed by total
recovery. To twelve 5 ml flasks 1 ml placebo solution

in acetonitile (concentration 50.212 mg/mL) was added. To six
of them 0.60 ml standard solutions of Florasulam
concentration— 5.030 mg/ml and to other six 0.90 ml standard
solution of Florasulam concentration— 3.240 mg/ml, were
added. Acetonitrile was added up to the nominal volume.
Solutions were analyzed.

Interference/ Specificity

It was confirmed that the method is specific. There were no
peaks from placebo interfering with determined compound.

Comment

Conclusion

The validation parameters (specificity, linearity, instrument precision, repeatability and accuracy) are
within the acceptance range and fulfil EU requirements given in SANCO /3030 /99 rev.4 5.

Relevant impurities

The content of relevant impurity 2,6-difluoroaniline in Floras 50 SC was determined. External

standard method was used.

Validation - Results and discussions

It was confirmed that the method is specific. There were no peaks from

Specificity placebo interfering with determined compound.

The linearity of the detector response was assessed using six standards
Linearity solutions at the concentration range from 0.00020 mg/ml to 0.01103 mg/ml of
Equation: 2.6 — difluoroaniline which corresponds to the concentration range of 20.05 %

Y=2225855.9670x+2962.98.29
R? =0,9994

to 1102.64 % of maximum acceptable limit (FAO) for 2.6 - difluoroaniline
content in the preparation. For this purpose, appropriate volumes of standard
solution were added to the flasks and mobile phase A was added up to the
mark. Each of the solutions were analysed twice (two replicates), except the
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lowest level which was analysed six times (six replicates) to determine limit of
quantification
(LOQ) of the method.

The method repeatability was assessed on the basis of six independent
determinations of 2.6 - difluoroaniline content in Floras 50 SC preparation. In
none of the examined samples 2.6 - difluoroaniline was detected above the
LOQ. Therefore, for the determination of repeatability five portions of placebo
were fortified with 2.6 - difluoroaniline at I level 0.0029 mg/ml and analyzed.
For this purpose, 0.10 ml of placebo solution at concentration 10 mg/ml (500
mg / 50 ml) was added into five 10 ml flasks and 0.30 ml of (A2) 2.6 -
difluoroaniline standard solution was placed.

Precision
n=5; RSD=0,87

Recovery of the method for determination of 2.6 - difluoroaniline in Floras 50
SC preparation was assessed by at two levels of concentration.

Level I — 0.10 ml of placebo solution at concentration 10 mg/ml (500 mg / 50
ml) was added into five 10 ml flasks, next 0.30 ml of (A2) 2.6 - difluoroaniline
solution was placed, and mobile phase A was added up to the volume.

Level Il —0.10 ml of placebo solution at concentration 10 mg/ml (500 mg / 50
Accuracy ml) was added into five 10 ml flasks and 0.70 ml of (A2) 2.6 - difluoroaniline
n=11 solution was placed, and mobile phase A was added up to the volume. The
108,9 % Recovery flasks were put into the ultrasonic bath for 2 min. The concentration of
analytes in each solution was calculated from the equation of the calibration
curve.

Obtained final concentrations were examined and the theoretical and
calculated contents were compared.

For the ingredients at concentration < 0.01% the average recovery value
should be 100 + 30%. The obtained result of 108.9% is acceptable.

Limit of quantification (LOQ) of 2.6 - difluoroaniline in Floras 50 SC
preparation was defined as the lowest concentration of injected standard that
LOQ gave precise and accurate measurements. Limit of quantification is 0.00020
mg/ml what corresponds to 0.00000010 g/kg of Floras 50 SC preparation and
0.0000020 g/kg of Florasulam.

Conclusions:

The methods for determination of 2,6-difluoroaniline in Floras 50 SC is specific. The validation
parameters for linearity, instrument precision, repeatability and accuracy are within the acceptance
range.

34.1 Analytical method for the formulation

With respect to toxicological, eco-toxicological or environmental aspects Floras 50 SC does not
contain any relevant formulants. Therefore, a special analytical method and validation is not needed.

3.4.2 Analytical methods for residues

All analytical methods are active substances data and were evaluated during the EU review of
Florasulam. They were considered adequate. No additional studies have been performed.

Florasulam

According to the EFSA Journal 2015; 13(1):3984:

Residues of Florasulam in food and feed of plant origin can be monitored with LC-MS/MS method
with LOQs of 0.01 mg/kg in all commodity groups. Florasulam can be monitored in food of animal
origin with LC-MS/MS with LOQs of 0.01 mg/kg in meat, liver, fat, milk and eggs. Residues of
Florasulam in soil can be monitored by LC-MS/MS with a LOQ of 0.05 ug/kg. Appropriate LC-MS/MS
method with a LOQ of 0.05 ug/L exists for monitoring Florasulam in surface water and drinking
water. Residues of Florasulam in air can be monitored by LC-MS/MS with a LOQ of 1.3 mg/m®. LC-
MS/MS method with LOQs of 0.05 mg/L exists for the determination of Florasulam in body fluids.
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. Supported/
Commodity/crop Nol'zgupported
Cereals Supported

Remark:

According to the SANTE/2020/12830, Rev.2, 24. February 2023 an analytical method for the
determination of residues in body fluids for enforcement/monitoring purposes is required with lower
LOQ equals 0.01 mg/L.

ZRMS-PL considers that this data gap is anticipated to be addressed at active substance level in
context with the renewal of florasulam and will be subject of the art.43 re-authorisation process for the
product.

No additional data are required.

35 Mammalian toxicology (Part B, Section 6)
3.5.1 Acute toxicity
Summary of evaluation of the studies on acute toxicity for product Floras 50 SC
; Classification
Type of tes%é%?g';?hg()del system Result Acceptability | (acc. to the criteria in Reference
Reg. 1272/2008)
LDso oral, rat No prediction can be No - Krakowian D.,
Acute Tox. (OECD 129) made on oral acute 2022
3T3 neutral red uptake cytotoxicity test | toxicity*
LDso oral, rat ATEmix =1 000 000 Yes None Refer to Part C
Additivity method ATEmix
LDso dermal, rat None of the ingre- Yes None Refer to Part C
Additivity method ATEmix dients is classified for
dermal toxicity
LCso inhalation, rat None of the ingre- Yes None Refer to Part C
Additivity method ATEmix dients is classified for
inhalation tox-icity
Skin irritation In Vitro Non-irritant Yes None Krakowian D.,
OECD Guideline No. 431 (RhE) 2022
Skin irritation Non-irritant Yes None Refer to Part C
Based on ingredient content
Eye irritation, In Vitro Non-irritant Yes None Gruszka K.,
OECD Guideline No. 438 ICE 2022.
Eye irritation, Non-irritant Yes None Refer to Part C
Based on ingredient content
In Vitro Skin Sensitisation Non-sensitising Yes None Krakowian D.,
(OECD 442D) 2022
In Vitro Skin Sensitisation Non-sensitising Yes None Krakowian D.,
(OECD 442E) 2023
Skin Sensitisation Non-sensitising Yes None Refer to Part C
Based on ingredient content
Supplementary studies for combinations | No data — not required - - -
of plant protection products

*for detail assessment refer part B6 Section 6.3 Toxicological Evaluation of Plant Protection Product

Based on available data on toxicological profile of the PPP FLORAS 50 SC, product does not
required classification for hazard according to the criteria in Reg. 1272/2008.
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3.5.2 Operator exposure

NDE assessment for operator provided by the zZRMS (based on EFSA calculator on-line version 2022)
has shown that the acceptable operator exposure level (AOEL) will not be exceeded under the
conditions of the intended use of Floras 50 SC without PPE for all tasks (M,L & A), for detail
assessment refer part B6.

3.5.3 Worker exposure

NDE assessment for Worker provided by the zZRMS (based on EFSA calculator on-line version 2022)
has shown that the acceptable exposure (AOEL) will not be exceeded under the conditions of the
intended uses of Floras 50 SC even when not using personal protective equipment (work wear covered
arms, body and legs; inspection, irrigation of the crops). for detail assessment refer part B6.

3.54 Bystander and resident exposure

NDE assessment for bystanders and / or residents provided by the zZRMS (based on EFSA calculator
on-line version 2022) has shown that the acceptable exposure level (AOEL) for Floras 50 SC will not
be exceeded under the conditions of the intended uses and considering bufor stripe 2-3 m, for detail
assessment refer part B6.

3.6 Residues and consumer exposure (Part B, Section 7)
3.6.1 Residues
Florasulam

The proposed uses for Floras 50 SC (central zone) are winter wheat and spring barley.

Stability of Residues

Florasulam residues stable in wheat matrices (whole plant, straw and grain) for a period of at least 18.7
months (EFSA Journal 2015; 13(1):3984).

Sufficient stability has been demonstrated to support the residue data presented in this document.

No further data are required to support the proposed uses.

Metabolism in plants and animals

The data evaluated during the Annex | inclusion and renewal process of the active substance are
sufficient to describe the behaviour of the formulated product, and no further studies are required.
Plant and animal residue definitions for monitoring: Florasulam (Reg. (EU) No 1317/2013)

Plant residue definition for risk assessment (EFSA Journal 2015;13(1): 3984): Florasulam and
provisionally 4-OH- phenyl-Florasulam (data gap)

Animal residue definition for risk assessment (EFSA Journal 2015;13(1): 3984): Florasulam pending
assessment with regard to 4-OH-phenyl-Florasulam

Conversion factor (monitoring to risk assessment): For milk, liver, kidney and eggs: 1

The data gap concerns the further toxicological evaluation of the plant metabolite 4-OH- phenyl-
Florasulam.

Magnitude of residues in plants

Wheat and barley are the major crops in northern Europe. A minimum of eight trials representative of
the proposed growing area are required (SANTE/2019/12752).

For florasulam, 17 trials in cereals grain and straw (barley and wheat) in NEU were evaluated in the
DAR and 12 new field studies in cereals grain and straw (barley and wheat) in NEU were assessed
during re-evaluation.

The presented residue trials assessed during re-evaluation have been performed at maximum
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application rate of 6.58 g florasulam/ha. It cover the intended application rate (5 g florasulam/ha). The
application in the residues trials was done up to BBCH 47 (intended: BBCH 12 — 32, PHI — not
applicable) and thus cover the intended uses.

The residues of florasulam in cereals grain were <0.01 mg/kg in all trials (DAR and new field studies
assessed during re-evaluation).

The residues of florasulam in cereals straw were <0.05 mg/kg (DAR) and <0.01 mg/kg in all trials
(new field studies assessed during re-evaluation).

The value of EU MRL for florasulam on cereals equals 0.01 mg/kg (Reg. (EU) 2022/1363). The
residues arising from the proposed uses will not exceed the MRL established for cereals.
The current EU MRLs for florasulam are sufficient to support the proposed uses.

It should be noted that considering the low levels of florasulam detected in cereal grain, no residues of
the plant metabolite 4-OH-phenyl-florasulam are expected to be present in the edible portion of the
crop following the uses proposed for Floras 50 SC.

Additional studies are not required to support the proposed uses of Floras 50 SC.

Magnitude of residues in livestock

The new animal model calculation modify the theoretical maximum daily intake for animals, but
regarding available feeding data, there is no risk for animal MRL to be exceeded. Supplementary
livestock feeding studies are not required.

Magnitude of residues in processed commodities
As quantifiable residues of Florasulam are not expected in edible part of crops based on available
residue data, there is no need to investigate the effect of industrial and/or household processing.

Magnitude of residues in representative succeeding crops
Considering available data dealing with nature of residues, no study dealing with magnitude of
residues in succeeding crops is needed.

According to the EFSA Journal 2015; 13(1):3984: In the section on residues data gaps were identified
with regard to residues in animal commodities and rotational crops. Nonetheless, the margin of safety
in the consumer risk assessment is considered big even if the potentially relevant toxicological burden
for consumers via their diet might have been underestimated in the current assessment.

Residues of parent Florasulam in succeeding crops are not sufficient to reach measurable levels in
monitoring (<0.01 mg/kg) and no specific plant-back restrictions related to Florasulam are required.

Remark:

According to the EFSA Journal 2015; 13(1):3984 noticed data gaps are:

- Data and/or information addressing the toxicity of the major plant metabolite 4-OH-florasulam and
the potential exposure of livestock and subsequently the consumer through animal commodities to
metabolite 4-OH-florasulam,

- Rotational crop data considering the crop groups and plant back intervals as required by current
guidance.

It should be highlighted that these data gaps have not been considered here and will be addressed at
the next renewal of the active substance.

3.6.2 Consumer exposure

Florasulam
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Calculations - EFSA PRIMo rev.3.1.
Input values: all MRLs of plant and animal commodities (Reg. (EU) 2022/1363)

Florasulam

Highest TMDI: 2% (NL toodler), highest contributor: milk cattle

0 .
TMDI (% ADI) according to EFSA PRIMo rev.3.1 (1%)

IEDI (% ADI) according to EFSA PRIMo rev.3.1

IESTI (% ARfD) according to EFSA PRIMo Not conducted as no ARfD is allocated

NTMDI (% ADI)

NEDI (% ADI)

NESTI (% ARfD)

A consumer risk assessment was performed with revision 3.1 of EFSA Pesticide Residues Intake
Model (PRIMo Rev. 3.1).

The Reg. (EU) 2022/1363 for florasulam is now in force.

The highest Theoretical Maximum Daily Intake (TMDI) is 2% of the ADI for the NL toddler. The
highest contribution (1% of the ADI) is from milk cattle.

An assessment of acute dietary intake has not been made as florasulam is not acutely toxic and an
ARTD has not been allocated.

The proposed uses of florasulam in the formulation Floras 50 SC do not represent unacceptable acute
and chronic risks for the consumer.

3.7 Environmental fate and behaviour (Part B, Section 8)
3.7.1 Predicted environmental concentrations in soil (PECsoir)

The PECsoil of Floras 50 SC and the active substance florasulam were calculated using equations
proposed in the FOCUS soil persistence. For all compounds, EU agreed data were taken into account.
The PECsoil values for metabolites were calculated based on pseudo-application rates derived using
parent application rate corrected for molar ratio and maximum occurrence. Soil exposure for the
formulated product was also calculated. The results for PECsoil for the active substances and their
metabolites were used for the ecotoxicological risk assessment.

3.7.2 Predicted environmental concentrations in groundwater (PECgw)

The leaching behaviour of florasulam and its soil metabolites 5-OH Florasulam, DFP-ASTCA,
ASCTA and TSA was assessed using FOCUS PEARL 5.5.5 and FOCUS PELMO 6.6.4 on the basis of
the EU agreed input parameters and intended use pattern of Floras 50 SC.

Performed calculations resulted with PECew values <0.1 pg/L in all relevant Polish scenarios for
florasulam and its metabolite DFP-ASTCA. The PECew for toxicologically non-relevant metabolites
5-OH Florasulam, ASCTA and TSA were below the threshold concentration of 0.75 ug/L following
application to winter and spring cereals.

Based on the performed assessment no unacceptable leaching of florasulam and its metabolites is
expected when Floras 50 SC is used according to recommendations.

3.7.3 Predicted environmental concentrations in surface water (PECsw)
The surface water modelling was performed for the intended use pattern of Floras 50 SC in line with

recommendations of respective FOCUS guidance documents using most up-to-date versions of the
models. Obtained PECswisep Values were used in the risk assessment for aquatic organisms.




Floras 50 SC Page 23 /48
Part A — Core Assessment Version: June 2024
ZRMS version

3.7.4 Predicted environmental concentrations in air (PECair)

The vapour pressure at 20 °C of florasulam is < 10-° Pa. Hence the active substance is regarded as non-
volatile. Therefore, an assessment of the exposure of adjacent surface waters and terrestrial ecosystems
by the active substance florasulam due to volatilization with subsequent deposition is not triggered and
not performed.

3.8 Ecotoxicology (Part B, Section 9)
3.8.1 Effects on terrestrial vertebrates
Birds

The acute, short and long-term risk to birds from Floras 50 SC were assessed. TERs at Tier | showed
an acceptable risk to the indicator species for each crop scenario.

Therefore, an acceptable risk to avian populations is expected from the application of Floras 50 SC
according to the recommended use pattern.

Terrestrial vertebrates (other than birds)

The acute and long-term risk to mammals from Floras 50 SC were assessed. TER.t at Higher Tier
showed an unacceptable risk to herbivorous and omnivorous mammals. Data and a weight of evidence
approach were used to refine the risk to relevant indicator species.

An acceptable risk to mammalian populations is expected from the application of Floras 50 SC
according to the recommended use pattern.

3.8.2 Effects on aquatic species

Risk assessments for Floras 50 SC with the proposed use pattern were provided and considered
adequate. The TER using worst-case PEC values for parent and metabolites, exceed the relevant
triggers, indicating that these metabolites do not pose an unacceptable risk to aquatic organisms
following applications of Floras 50 SC according to the recommended use pattern.

An estimation of risk indicates accepted risk for aquatic organisms, taking into consideration adequate
mitigation measures for relevant scenarios for Poland ( D3, D4 and R1).

. Winter Cereals: 10 m vegetative buffer zone to surface water bodies
For spring cereals no risk mitigation measures is required.

The product was classified as:
Aguatic Acute 1; H400 — Very toxic to aquatic life
Aguatic Chronic 1; H410: Very toxic to aquatic life with long lasting effects.

In accordance with indication of CLP, when formulation is classified as H410, hazard statement
regarding acute classification (i.e. H400) may be omitted.

3.8.3 Effects on bees

An estimation of risk indicates low risk for bees of each range of assessed issues.

The acute risk to honeybees from use of Floras 50 SC was assessed using the maximum single
application rate and the LDsg values to calculate hazard quotients.

The HQs are below the trigger value showing an acceptable risk to bees from the proposed use of
active substances and therefore no further consideration is required.

It is noted that in order to fulfil the data requirements as set by Commission Regulation (EU) No
284/2013, studies on chronic adult and larvae toxicity were performed with the formulated product
Floras 50 SC.
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3.8.4 Effects on other arthropod species other than bees

Risk assessment strategy used here follow recommendations in the ESCORT 2 guidance document
(Candolfi et al. 2001) and opinion (EFSA Journal 2015;13(2):3996).

Use of Floras 50 SC indicate low risk for non-target arthropods other than bees. No buffer zone is
required.

3.85 Effects on soil organisms

The relevant PECsoil for risk assessments covering the proposed use pattern are taken from Section 8
(Environmental Fate).

Use of Floras 50 SC indicate low risk for earthworms and soil microorganism.

The study for other soil organism for formulation Floras 50 SC is not required.

3.8.6 Effects on non-target terrestrial plants

Studies on the toxicity to non-target terrestrial plants have been carried out with Floras 50 SC.

Use of Floras 50 SC indicate low risk on non-target terrestrial plants when 5 meter buffer zone will be
applied to non-crop land.

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

No studies submitted.

3.9 Relevance of metabolites (Part B, Section 10)

According to calculation of PECgw made by PEARL Focus model, maximum concentration results of
all metabolites were significantly below 0,1 pg/L. Further assessment is not needed.

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

Not required.

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

The autumn application of Floras 50 SC in winter wheat has not been accepted in the scope of
efficacy, as no data package has been submitted. Separate efficacy and selectivity data package is
required to cover autumn application timing.
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Appendix 2  Copy of the product label

Komentarz oceniajgcych:

Etykieta zostala sprawdzona w zakresie fizykochemii, metod analitycznych, pozostatosci, toksykologii
1 istotnosci toksykologicznej metabolitow, losu i zachowania, ekotoksykologii oraz skutecznosci. Zmiany
wynikajace z oceny wprowadzono do ponizszej etykiety w widoczny sposob, poprzez zaznaczenie ich Szarym
kolorem, fragmenty usunigte zostaty 1 zaznaczone szarg czcionka.

Sekcja wladciwosci fizykochemiczne:

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

2. Okres wazno$ci: 2- letnie badania stabilno$ci sa w toku. Mozliwe jest wydanie warunkowo zgody na 2
letni okres przechowywania na podstawie dostepnych zaakceptowanych  14-dniowych badan
przyspieszonego starzenia w temperaturze 54°C oraz badan stabilnoéci po 1 roku przechowywania
srodka ochrony roslin w temperaturze 20°C w opakowaniach wykonanych z HDPE. W zwiazku z
powyzszym, wszystkie opakowania wymienione W punkcie 4.1 Sekcji 1,2,4 oraz w punkcie 2.1
dokumentu A mozna uzna¢ za odpowiednie do celow transportu i magazynowania $rodka ochrony

ro$lin.

3. Brak uwag do zaproponowanych w etykiecie zapisow dotyczacych warunkow przechowywania i
bezpiecznego usuwania srodka ochrony roslin i opakowania oraz sporzadzania cieczy uzytkowe;j.

4. Brak uwag do zapisu nazwy substancji czynnej. Skorygowano zawartos¢ substancji czynnej (zgodnie z
punktem 2.6.1 Sekcji 1,2,4 gestos¢ d= 1,04).

5. Zgodnie z informacjami zawartymi w tabeli 2-1, w punkcie 2.9.1 i 2.9.2 Sekcji 1 Raportu

Rejestracyjnego srodek nie jest dedykowany do tacznego stosowania.

Sekcja skutecznosé:
1. W czgsci OPIS DZIALANIA, poprawiono klasyfikacj¢ HRAC substancji czynnej florasulam.
2. W czesci DZIALANIE NA CHWASTY:
-z powodu niewystarczajacej liczby badan (2 badania zamiast wymaganych 4), wykreslono gatunek rdest
plamisty,
-z uwagi na powielenie gatunku chwastu (rdest powojowaty i rdestowka powojowata to ten sam
gatunek), wykreslono z etykiety rdest powojowaty a pozostawiono nazwe rdestowka powojowata,

- zweryfikowano i1 poprawiono poziomy wrazliwosci gatunkéow chwastow, zgodnie z przeprowadzong
ocena.
3. W czesci STOSOWANIE SRODKA:

- zgodnie z przeprowadzona oceng, na podstawie termindw stosowania Srodka w przedtozonych
badaniach ograniczono zakres faz BBCH dla pszenicy ozimej z BBCH 12-32 na BBCH 20-32. Z
powodu braku badan wykonanych w terminie jesiennym, zaakceptowane moze by¢ jedynie
zastosowanie wiosenne herbicydu,

- poprawiono opis stowny terminu stosowania srodka/ faz BBCH w pszenicy ozimej i1 jeczmieniu jarym,
poprawiono rekomendowany zakres ilosci wody z 100-400 na 200-400 L/ha, zgodnie z tabela GAP.

4. W czgéci NASTEPSTWO ROSLIN, zgodnie z przeprowadzong oceng oraz na podstawie przedstawionego
przez wnioskodawce zaktualizowanego zapisu dla nastgpstwa roslin (e-mail z dnia 11.04.2024),
uzupetniono dotychczasowy zapis o informacje na temat mozliwos$ci uprawy zb6z ozimych i jarych w
sytuacji koniecznos$ci wczesniejszej likwidacji plantacji.

5. W czesci: SRODKI OSTROZNOSCI, OKRESY KARENCIJI I SZCZEGOLNE WARUNKI STOSOWA-
NIA, zawarta jest informacja: ,,W zalezno$ci od przebiegu pogody po zabiegu moze wystgpi¢ nieznaczne
zotknigcie lisci oraz krétkotrwate zahamowanie wzrostu zbdz. Objawy te ustepuja bez ujemnego wplywu na
plon”. Zapis ten nie wynikajacy bezposrednio z przeprowadzonej oceny, ale z dotychczasowej praktyki
stosowania srodkow zawierajacych florasulam, jest akceptowalny.

Sekcja metody analityczne:
1. Brak uwag.

Sekcja toksykologia i istotnosé toksykologiczna metabolitow:
1. W czgsei dotyczacej klasyfikacji zagrozen zmodyfikowano odpowiednie zwroty zgodnie z wymaganiami
Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008 Version 4.2
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March 2021.

2. W czesci dotyczacej srodkow ostroznosci dla 0séb stosujacych srodek, pracownikoéw oraz 0sob postronnych
odpowiedni zwrot zmodyfikowano zgodnie z wymaganiami harmonizacyjnymi (Toksykologia, Min Rol
Data aktualizacji 25.09.2023).

Sekcja pozostalosci:
1. Zaproponowany przez Wnioskodawce zapis dotyczace nastepstwa roslin (e-mail z dnia 11.04.2024) zostat
zaakceptowany.

Sekcja los i zachowanie w Srodowisku:
1. Brak uwag.

Sekcja ekotoksykologia:

1. Wpykreslono zwrot P273.

2. Woprowadzono zarzadzanie ryzykiem dla organizméw wodnych (pszenica o0zima) oraz roslin ladowych
niebgdacych celem zwalczania (pszenica ozima i jeczmien jary).

Posiadacz zezwolenia:
Elvita Sp. z o0.0., ul. Dworcowa 4, 87-400 Golub-Dobrzyn, tel. +48 67 260 07 02,
konttakt@elvita.com.pl

FLORAS 50 SC

Srodek przeznaczony do stosowania przez uiytkownikéw profesjonalnych

Zawarto$¢ substancji czynne;j:

florasulam (substancja z grupy triazolopirymidyn) - 50 g/l (4,81%)

Zezwolenie MRIRW nr R - ... z dnia ...

Uwaga
H410 Dziata bardzo toksycznie na organizmy wodne, powodujac dtugotrwate skutki.
W celu uniknigcia zagrozen dla zdrowia ludzi i $rodowiska, nalezy postgpowaé
EUH401 . N
zgodnie z instrukcja uzycia.
EUH208 Zawiera 1,2-Benzisothiazolin-3-one. Moze powodowaé wystgpienie reakcjil
alergicznej
P391 Zebrac wyciek.
P501 Zawartos¢/pojemnik usuwaé do uprawnionego odbiorcy odpadow.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany nalistnie, w formie koncentratu st¢zonej
zawiesiny do rozcienczania woda (SC).
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Zgodnie z klasyfikacja HRAC substancja czynna florasulam zaliczana jest do grupy = 2 (wczesnigj
grupa B).

DZIALANIE NA CHWASTY

Srodek zawiera substancje czynna florasulam blokujaca dziatanie enzymu — Syntetazy acetyl
mleczanowej (ALS), bioracego udziatu w biosyntezie aminokwaséw, co powoduje w konsekwencji
zahamowanie wzrostu oraz rozwoju chwastow. Pobierana jest przez liscie chwastow, a nastepnie
szybko przemieszczana w roslinie, wstrzymujac wzrost i rozwdj chwastow. Catkowity efekt
chwastobdjczy uzyskuje sie w przeciagu 6-8 tygodni po aplikacji, ale srodek powoduje zahamowanie
wzrostu juz kilka dni po zastosowaniu (7-10 dni). Symptomy pojawiajg si¢ poczatkowo na gérnych
stozkach wzrostu ro$liny jako nekrozy i chlorozy. Gorne licie sa zwiedniete i stopniowo efekt ten
dotyka liscie z nizszych partii rosliny. Widoczne sg takze chlorozy lub czerwienienie lisci.

Zboza ozime — zastosowanie wiosenne

Chwasty wrazliwe rumian polny, samosiewy rzepaku, rdestowka powojowata, przytulia czepna,
maruna bezwonna, niezapominajka polna, mak polny,
gorczyca polna, gwiazdnica pospolita, tobotki polne, tasznik pospolity, stullcha
psia.

Chwasty Sredniowrazliwe , przetacznik perski.

Zboza jare

Chwasty wrazliwe: rumian polny, samosiewy rzepaku, tasznik pospolity, stulicha psia, rdestowka
powojowata, zottlica drobnokwiatowa, maruna bezwonna, niezapominajka
polna, bniec biaty, rdest ptasi, , gorczyca polna, gwiazdnica
pospolita, tobotki polne, przetacznik perski, szarlat szorstki, przytulia czepna.

Chwasty Sredniowrazliwe: , poziewnik szorstki, , komosa
biata.

Chwasty odporne: fiotek polny.

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciagnikowego opryskiwacza
polowego.

Pszenica ozima
Maksymalna/zalecana dawka $rodka dla jednorazowego zastosowania: 0,1 I/ha.

Termin stosowania: $rodek stosowac

wiosng od poczatku fazy
krzewienia, od momentu, gdy nie ma jeszcze widocznych rozkrzewien do fazy drugiego kolanka
(BBCH -~ 20-32).

Zalecana ilo$¢ wody: 200-400 I/ha.
Zalecane opryskiwanie: sredniokropliste.

Maksymalna liczba zabiegow: 1.

Jeczmien jary
Maksymalna/zalecana dawka $rodka dla jednorazowego zastosowania: 0,1 I/ha.
Termin stosowania: $srodek stosowaé wiosng od fazy drugiego liscia
do fazy drugiego
kolanka (BBCH 12-32).

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1.
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Zalecana ilo$¢ wody 200-400 I/ha.
Zalecane opryskiwanie: sredniokropliste.

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI
STOSOWANIA

Okres od ostatniego zastosowania $rodka do dnia zbioru ros$liny uprawnej (okres
karencji): nie dotyczy

1. Silne opady wystgpujace wczesniej niz 4 godziny po zabiegu moga obnizy¢ skuteczno$é
dziatania $rodka.

2. Srodek stosowaé w zakresie temperatur powietrza od 4°C do 25°C. W nizszych temperaturach
(okoto 4°C) skuteczno$é¢ srodka bedzie widoczna po okoto 3 tygodniach od daty zabiegu.

3. W zaleznoSci od przebiegu pogody po zabiegu moze wystgpi¢ nieznaczne zotkniecie lisci oraz
krotkotrwate zahamowanie wzrostu zb6z. Objawy te ustepuja bez ujemnego wplywu na plon.

4. Strategia zarzadzania odpornoscia.

W celu zminimalizowania ryzyka wystapienia i rozwoju odpornosci chwastow na herbicydy
nalezy zgodnie z Dobrg Praktyka Rolnicza:

- postgpowaé Sci§le zgodnie ze wskazoéwkami zawartymi w etykiecie $rodka ochrony roslin —
stosowa¢ S$rodek w zalecanej dawce, w zalecanym terminie zapewniajacym optymalne
zwalczanie chwastow,

- dostosowac dobdr $rodka chwastobdjczego oraz decyzji o wykonaniu zabiegu do panujacego
(ewentualnie potencjalnego) zachwaszczenia, z uwzglgdnieniem gatunkéw dominujgcych i
progow szkodliwosci,

- stosowac rotacj¢ herbicyddéw (substancji czynnych) o réznym mechanizmie dziatania,

- stosowa¢ mieszanke herbicydow (substancji czynnych) o r6znym mechanizmie dzialania,

- stosowa¢ w rotacji i/lub mieszaninie herbicydy dzialajace na kilka procesow zyciowych
chwastow (o r6znym mechanizmie dzialania),

- stosowa¢ herbicyd o danym mechanizmie dzialania tylko 1 raz w ciggu sezonu wegetacyjnego
rosliny uprawnej,

- dostosowac zabiegi uprawowe do warunkow panujacych na polu, zwtaszcza do rodzaju i nasilenia
chwastow,

- uzywac roéznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

- uzywac kwalifikowanego materiatu siewnego,

- czy$ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materialu rozmnozeniowego chwastow na
inne stanowiska,

- informowac¢ posiadacza zezwolenia o niesatysfakcjonujagcym zwalczaniu chwastow,

- w celu uzyskania szczegotowych informacji nalezy si¢ skontaktowaé z doradca, posiadaczem
zezwolenia lub przedstawicielem posiadacza zezwolenia.
Srodka nie stosowaé:

- w okresie trwania przymrozkow lub przed spodziewanymi przymrozkami,

- w zbozach z wsiewka roslin bobowatych lub innych ro$lin dwulisciennych,

- narosliny uszkodzone przez mroz, susze, szkodniki lub choroby.
Podczas stosowania nie dopusci¢ do:

- znoszenia cieczy uzytkowej na sasiadujgce rosliny uprawne,

- nakladania si¢ cieczy uzytkowej na stykach pasow zabiegowych i uwrociach.

NASTEPSTWO ROSLIN

Srodek rozktada si¢ w glebie w ciggu okresu wegetacji do poziomu niestwarzajacego zagrozenia dla
roslin uprawianych nastepczo. W przypadku wczesniejszego zaorania plantacji potraktowanej
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srodkiem (w wyniku uszkodzenia roslin przez przymrozki, choroby lub szkodniki), po wykonaniu
uprawy przedsiewnej na polu tym mozna uprawia¢ zboza jare i ozime.

SPORZADZANIE CIECZY UZYTKOWEJ

Ciecz uzytkowa przygotowac bezposrednio przed zastosowaniem.

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej objetosc
wraz z iloscig $rodka. Napelniajac opryskiwacz postgpowaé zgodnie z instrukcjg producenta
opryskiwacza. W przypadku braku instrukcji odmierzong ilo$¢ $rodka doda¢ do zbiornika
opryskiwaczanapetnionego cze¢$ciowo woda (z wiaczonym mieszadtem).

Oproznione opakowania przeptuka¢ trzykrotnie wodg, a popluczyny wlaé do zbiornika
opryskiwacza z ciecza uzytkowa, uzupetni¢ woda do potrzebnej ilosci i doktadnie wymieszaé. Po
wlaniu srodka do zbiornika opryskiwacza niewyposazonego w mieszadlo hydrauliczne, ciecz
mechanicznie wymiesza¢. W przypadku przerw w opryskiwaniu, przed ponownym przystapieniem
do pracy, ciecz uzytkowa w zbiorniku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

Resztki cieczy uzytkowej oraz wodg uzyta do mycia opryskiwacza nalezy:

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

- unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczna
degradacje substancji czynnych $rodkéw ochrony roslin lub

- unieszkodliwi¢ w inny sposob, zgodny z przepisami o

odpadach.

Bezposrednio po pracy aparatur¢ doktadnie wymy¢.

Ze wzgledu na bardzo duza wrazliwo$¢ niektorych roslin uprawnych nawet na znikome ilo$ci $§rodka

bardzo wazne jest dokladne wymycie opryskiwacza po zabiegu (zwlaszcza przed uzyciem w innych

roslinach niz zalecane), zgodnie z ponizej podanym sposobem:

- oprozni¢ zbiornik, nastgpnie wypluka¢ wszystkie czgsci sktadowe opryskiwacza czysta woda i
ponownie oproznic¢

- napehic¢ zbiornik opryskiwacza woda dodajac wskazang lo$¢ jednego z zalecanych srodkow
do mycia opryskiwaczy (np. zawierajacego podchloryn sodowy) i ptuka¢ przez co najmniej 10
minut z wlaczonym mieszadtem,

- czeSci sktadowe opryskiwacza rozmontowaé, wymy¢ i wyptukaé osobno w roztworze $rodka
uzytego do mycia opryskiwacza,

- ponownie wyplukaé zbiornik i wszystkie czgsci sktadowe opryskiwacza czysta woda.

Uwaga

Niezneutralizowane odpowiednio resztki $rodka pozostawione w opryskiwaczu mogg by¢ powodem
silnych uszkodzen roslin uprawnych wrazliwych na ten $rodek.

W przypadku mycia aparatury przy uzyciu srodkéw przeznaczonych do tego celu, z powstatymi
poptuczynami nalezy postgpowac zgodnie z instrukcjg dotaczong do srodka myjgcego.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW
ORAZ OSOB POSTRONNYCH

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

Nie jes¢, nie pi¢ ani nie pali¢ podczas uzywania produktu.
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Stosowaé rekawice ochronne i odziez robocza (kombinezon), w trakcie przygotowywania cieczy
uzytkowej oraz w trakcie wykonywania zabiegu

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

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO

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

W celu ochrony organizméw wodnych konieczne jest stosowanie 10 metrowej zadarnionej strefy
ochronnej od zbiornikow i ciekoéw wodnych w uprawie pszenicy ozimej

W celu ochrony roslin ladowych niebedacych celem zwalczania konieczne jest zastosowanie 5
metrowej strefy ochronnej od terenow nieuzytkowanych rolniczo w uprawie pszenicy ozimej i
jeczmienia jarego.

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN I OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony roslin przechowywac:

- w miejscach lub obiektach, w ktorych zastosowano odpowiednie rozwigzania zabezpieczajace
przed skazeniem $rodowiska oraz dostepem oséb trzecich,

- w oryginalnych opakowaniach, w sposob uniemozliwiajacy kontakt z zywnoscia, napojami lub
pasza,

- w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania opréznionych opakowan po $rodkach ochrony roslin do innych celow.

Niewykorzystany  $rodek przekaza¢ do podmiotu uprawnionego do odbierania
odpadow niebezpiecznych.

Oproznione opakowania po srodku zwréci¢ do sprzedawcy srodkow ochrony roslin bedacych srodkami
niebezpiecznymi.

PIERWSZA POMOC

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

Okres waznosci - 2 lata
Data produkcji - .........
Zawarto$¢ netto - .........
Nr partii - ........
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Komentarz oceniajgcych:

Etykieta zostala sprawdzona w zakresie fizykochemii, metod analitycznych, pozostatosci, toksykologii
1 istotnosci toksykologicznej metabolitow, losu i zachowania, ekotoksykologii oraz skutecznosci. Zmiany
wynikajace z oceny wprowadzono do ponizszej etykiety w widoczny sposob, poprzez zaznaczenie ich Szarym
kolorem, fragmenty usuniete zostaty 1 zaznaczone szarg czcionka.

Sekcja wladciwosci fizykochemiczne:

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

2. Okres waznoSci: 2- letnie badania stabilnosci sg w toku. Mozliwe jest wydanie warunkowo zgody na 2
letni okres przechowywania na podstawie dostgpnych zaakceptowanych  14-dniowych badan
przyspieszonego starzenia w temperaturze 54°C oraz badan stabilnoéci po 1 roku przechowywania
srodka ochrony roslin w temperaturze 20°C w opakowaniach wykonanych z HDPE. W zwiazku z
powyzszym, wszystkiec opakowania wymienione w punkcie 4.1 Sekcji 1,2,4 oraz w punkcie 2.1
dokumentu A mozna uzna¢ za odpowiednie do celow transportu i magazynowania Srodka ochrony

roslin.

3. Brak uwag do zaproponowanych w etykiecie zapisow dotyczacych warunkow przechowywania i
bezpiecznego usuwania srodka ochrony roslin i opakowania oraz sporzadzania cieczy uzytkowe;j.

4. Brak uwag do zapisu nazwy substancji czynnej. Skorygowano zawarto$¢ substancji czynnej (zgodnie z
punktem 2.6.1 Sekcji 1,2,4 gestos¢ d= 1,04).

5. Zgodnie z informacjami zawartymi w tabeli 2-1, w punkcie 2.9.1 i 2.9.2 Sekcji 1 Raportu

Rejestracyjnego srodek nie jest dedykowany do tacznego stosowania.

Sekcja skutecznosé:
1. W czgsci OPIS DZIALANIA, poprawiono klasyfikacj¢ HRAC substancji czynnej florasulam.
2. W czesci DZIALANIE NA CHWASTY:
-z powodu niewystarczajacej liczby badan (2 badania zamiast wymaganych 4), wykreslono gatunek rdest
plamisty,
- Z uwagi na powielenie gatunku chwastu (rdest powojowaty i rdestowka powojowata to ten sam
gatunek), wykreslono z etykiety rdest powojowaty a pozostawiono nazwe rdestowka powojowata,

- zweryfikowano i1 poprawiono poziomy wrazliwosci gatunkow chwastow, zgodnie z przeprowadzong
ocena.

3. W czesci STOSOWANIE SRODKA:

- zgodnie z przeprowadzonga oceng, na podstawie termindw stosowania Srodka w przedtozonych
badaniach ograniczono zakres faz BBCH dla pszenicy ozimej z BBCH 12-32 na BBCH 20-32. Z
powodu braku badan wykonanych w terminie jesiennym, zaakceptowane moze by¢ jedynie
zastosowanie wiosenne herbicydu,

- poprawiono opis stowny terminu stosowania srodka/ faz BBCH w pszenicy ozimej 1 jeczmieniu jarym,
poprawiono rekomendowany zakres ilosci wody z 100-400 na 200-400 L/ha, zgodnie z tabela GAP.

4. W czesci NASTEPSTWO ROSLIN, zgodnie z przeprowadzona oceng, oraz na podstawie przedstawionego
przez wnioskodawce zaktualizowanego zapisu dla nastgpstwa roslin (e-mail z dnia 11.04.2024),
uzupeliono dotychczasowy zapis o informacje na temat mozliwosci uprawy zbdz ozimych i jarych w
sytuacji konieczno$ci wezesniejszej likwidacji plantacji.

5. W czesci: SRODKI OSTROZNOSCI, OKRESY KARENCIJI I SZCZEGOLNE WARUNKI STOSOWA -
NIA, zawarta jest informacja: ,,W zaleznos$ci od przebiegu pogody po zabiegu moze wystapi¢ nieznaczne
zotknigcie lisci oraz krotkotrwate zahamowanie wzrostu zbdz. Objawy te ustepuja bez ujemnego wplywu na
plon”. Zapis ten nie wynikajacy bezposrednio z przeprowadzonej oceny ale z dotychczasowej praktyki
stosowania $rodkoéw zawierajacych florasulam, jest akceptowalny.

Sekcja metody analityczne:
1. Brak uwag.

Sekcja toksykologia i istotnosé toksykologiczna metabolitow:

1. W czesci dotyczacej klasyfikacji zagrozen zmodyfikowano odpowiednie zwroty zgodnie z wymaganiami
Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008 Version 4.2 March
2021.

2. W czescei dotyczacej srodkow ostroznosci dla 0séb stosujacych srodek, pracownikoéw oraz 0s6b postronnych
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odpowiedni zwrot zmodyfikowano zgodnie z wymaganiami harmonizacyjnymi (Toksykologia, Min Rol
Data aktualizacji 25.09.2023).

Sekcja pozostalosci:
1. Zaproponowany przez Wnioskodawce zapis dotyczace nastepstwa roslin (e-mail z dnia 11.04.2024) zostat

zaakceptowany.

Sekcja los i zachowanie w Srodowisku:
1. Brak uwag.

Sekcja ekotoksykologia:

1. Wpykreslono zwrot P 273.
2. Wprowadzono zarzadzanie ryzykiem dla organizméw wodnych (pszenica ozima) oraz roslin ladowych
niebedacych celem zwalczania (pszenica ozima i jgczmien jary).

Zatacznik do decyzji MRiIRW nr R - ... z dnia ...

Posiadacz zezwolenia:
Elvita Sp. z o0.0., ul. Dworcowa 4, 87-400 Golub-Dobrzyn, tel. +48 67 260 07 02,
konttakt@elvita.com.pl

HERBIFLO 50 SC

Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawarto$¢ substancji czynne;j:
florasulam (substancja z grupy triazolopirymidyn) - 50 g/I (4,81%)

Zezwolenie MRIRW nrR - ... z dnia ...

Uwaga

H410 Dziata bardzo toksycznie na organizmy wodne, powodujac dlugotrwate skutki.
W celu unikniecia zagrozen dla zdrowia ludzi i $rodowiska, nalezy postepowaé

EUH401 . .o
zgodnie z instrukcja uzycia.

EUH208 Zawiera 1,2-Benzisothiazolin-3-one. Moze powodowaé wystapienie reakcji
alergicznej

P391 Zebrac¢ wyciek.

P501 Zawarto$¢/pojemnik usuwacé do uprawnionego odbiorcy odpadow.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany nalistnie, w formie koncentratu st¢zonej
zawiesiny do rozcienczania woda (SC).
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Zgodnie z klasyfikacja HRAC substancja czynna florasulam zaliczana jest do grupy = 2 (wczesnigj
grupa B).

DZIALANIE NA CHWASTY

Srodek zawiera substancje czynna florasulam blokujaca dziatanie enzymu — Syntetazy
acetylomleczanowej (ALS), bioragcego udzialu w biosyntezie = aminokwasow, co powoduje w
konsekwencji zahamowanie wzrostu oraz rozwoju chwastow. Pobierana jest przez liScie chwastow, a
nastgpnie Szybko przemieszczana w roslinie, wstrzymujac Wzrost i rozwoj chwastow. Catkowity efekt
chwastobojczy uzyskuje si¢ w przeciggu 6-8 tygodni po aplikacji, ale srodek powoduje zahamowanie
wzrostu juz kilka dni po zastosowaniu (7-10 dni). Symptomy pojawiajg si¢ poczatkowo na gérnych
stozkach wzrostu rosliny jako nekrozy i chlorozy. Gorne liscie sa zwiednigte i stopniowo efekt ten
dotyka licie z nizszych partii rosliny. Widoczne sg takze chlorozy lub czerwienienie lisci.

Zboza ozime — zastosowanie zastosowanie wiosenne

Chwasty wrazliwe rumian polny, samosiewy rzepaku, rdestdwka powojowata, przytulia czepna,
maruna bezwonna, niezapominajka polna, mak polny,
gorczyca polna, gwiazdnica pospolita, tobolki polne, tasznik pospolity, StuIICha
psia.

Chwasty Srednio wrazliwe , przetacznik perski.

Zboza jare

Chwasty wrazliwe: rumian polny, samosiewy rzepaku, tasznik pospolity, stulicha psia, rdestowka
[powojowata, zottlica drobnokwiatowa, maruna bezwonna, niezapominajka
polna, bniec biaty, rdest ptasi, , gorczyca polna, gwiazdnica
pospolita, tobotki polne, przetacznik perski, szarlat szorstki, przytulia czepna.

Chwasty Sredniowrazliwe: , poziewnik szorstki, , komosa
biata.

Chwasty odporne: fiotek polny.

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciagnikowego opryskiwacza
polowego.

Pszenica ozima
Maksymalna/zalecana dawka srodka dla jednorazowego zastosowania: 0,1 I/ha.

Termin stosowania: $rodek stosowaé

wiosng od poczatku fazy
krzewienia, od momentu, gdy nie ma jeszcze widocznych rozkrzewien do fazy drugiego kolanka
(BBCH  20-32).
Zalecana ilo$¢ wody: 200-400 I/ha.
Zalecane opryskiwanie: sredniokropliste.

Maksymalna liczba zabiegow: 1.

Jeczmien jary
Maksymalna/zalecana dawka srodka dla jednorazowego zastosowania: 0,1 I/ha.
Termin stosowania: §rodek stosowaé¢ wiosng od fazy drugiego liscia do fazy

drugiego kolanka
(BBCH 12-32).

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1.
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Zalecana ilo$¢ wody  200-400 I/ha.
Zalecane opryskiwanie: sredniokropliste.

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI STOSOWANIA

Okres od ostatniego zastosowania $rodka do dnia zbioru rosliny uprawnej (okres

karencji): nie dotyczy

1. Silne opady wystepujace wcezesniej niz 4 godziny po zabiegu mogg obnizy¢ skutecznosé
dziatania $rodka.

2. Srodek stosowa¢ w zakresie temperatur powietrza od 4°C do 25°C. W nizszych temperaturach
(okoto 4°C) skuteczno$¢ srodka bedzie widoczna po okoto 3 tygodniach od daty zabiegu.

3. W zaleznosci od przebiegu pogody po zabiegu moze wystgpi¢ nieznaczne zotknigcie liSci oraz
krétkotrwate zahamowanie wzrostu zbdz. Objawy te ustepuja bez ujemnego wptywu na plon.

4. Strategia zarzadzania odpornoscig.
W celu zminimalizowania ryzyka wystapienia i rozwoju odpornosci chwastow na herbicydy
nalezy zgodnie z Dobrg Praktyka Rolnicza:

- postgpowaé Sci§le zgodnie ze wskazoéwkami zawartymi w etykiecie $rodka ochrony roslin —
stosowa¢ s$rodek w zalecanej dawce, w zalecanym terminie zapewniajacym optymalne
zwalczanie chwastow,

- dostosowa¢ dobodr $rodka chwastobdjczego oraz decyzji o wykonaniu zabiegu do panujacego
(ewentualnie potencjalnego) zachwaszczenia, z uwzglgdnieniem gatunkéw dominujgcych i
progow szkodliwosci,

- stosowac rotacj¢ herbicyddéw (substancji czynnych) o réznym mechanizmie dziatania,

- stosowac¢ mieszankg herbicydow (substancji czynnych) o roznym mechanizmie dziatania,

- stosowa¢ w rotacji i/lub mieszaninie herbicydy dziatajace na kilka proceséw zyciowych
chwastow (o roznym mechanizmie dziatania),

- stosowac herbicyd o danym mechanizmie dziatania tylko 1 raz w ciagu sezonu wegetacyjnego
rosliny uprawnej,

- dostosowac¢ zabiegi uprawowe do warunkow panujgcych na polu, zwtaszcza do rodzaju i nasilenia
chwastow,

- uzywac roéznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

- uzywac kwalifikowanego materiatu siewnego,

- czy$ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materiatu rozmnozeniowego chwastow na
inne stanowiska,

- informowa¢ posiadacza zezwolenia o0 niesatysfakcjonujacym zwalczaniu chwastow,

- w celu uzyskania szczegétowych informacji nalezy si¢ skontaktowac z doradca, posiadaczem
zezwolenia lub przedstawicielem posiadacza zezwolenia.

- Srodka nie stosowac:
- w okresie trwania przymrozkow lub przed spodziewanymi przymrozkami,
- w zbozach z wsiewka roslin bobowatych lub innych ro$lin dwulisciennych,

na ro$liny uszkodzone przez mroz, susze, szkodniki lub choroby.
5. Podczas stosowania nie dopusci¢ do:

- znoszenia cieczy uzytkowej na sgsiadujgce rosliny uprawne,
- nakladania si¢ cieczy uzytkowej na stykach paséw zabiegowych i uwrociach.

NASTEPSTWO ROSLIN

Srodek rozktada sie w glebie w ciagu okresu wegetacji do poziomu niestwarzajacego zagrozenia dla
ros$lin uprawianych nastgpczo. W przypadku wczesniejszego zaorania plantacji potraktowanej
srodkiem (w wyniku uszkodzenia roslin przez przymrozki, choroby lub szkodniki), po wykonaniu
uprawy przedsiewnej na polu tym mozna uprawia¢ zboza jare i ozime.
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SPORZADZANIE CIECZY UZYTKOWEJ

Ciecz uzytkowg przygotowac bezposrednio przed zastosowaniem.

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej objetosc
wraz z iloscig $rodka. Napelniajac opryskiwacz postgpowaé zgodnie z instrukcja producenta
opryskiwacza. W przypadku braku instrukcji odmierzong ilo§¢ $rodka doda¢ do zbiornika
opryskiwaczanapetnionego cze¢$ciowo woda (z wiaczonym mieszadtem).

Oproéznione opakowania przeptuka¢ trzykrotnie woda, a poptuczyny wla¢ do zbiornika
opryskiwacza z cieczg uzytkows, uzupetni¢ woda do potrzebnej ilosci i doktadnie wymiesza¢. Po
wlaniu $rodka do zbiornika opryskiwacza niewyposazonego w mieszadlo hydrauliczne, ciecz
mechanicznie wymiesza¢. W przypadku przerw w opryskiwaniu, przed ponownym przystapieniem
do pracy, ciecz uzytkowa w zbiorniku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

Resztki cieczy uzytkowej oraz wodg¢ uzyta do mycia opryskiwacza nalezy:

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

- unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng
degradacj¢ substancji czynnych $rodkow ochrony roslin, lub

- unieszkodliwi¢ w inny sposéb, zgodny z przepisami o odpadach. Bezposrednio po pracy
aparatur¢ doktadnie wymy¢.

Ze wzgledu na bardzo duza wrazliwo$¢ niektoérych roslin uprawnych nawet na znikome ilo$ci $§rodka

bardzo wazne jest doktadne wymycie opryskiwacza po zabiegu (zwlaszcza przed uzyciem w innych

roslinach niz zalecane), zgodnie z ponizej podanym sposobem:

— oprozni¢ zbiornik, nastepnie wyplukaé wszystkie czgsci sktadowe opryskiwacza czysta
woda i ponownie oproznic,

— napehi¢ zbiornik opryskiwacza woda dodajac wskazang ilo$¢ jednego z zalecanych s$rodkow
do mycia opryskiwaczy (np. zawierajacego podchloryn sodowy) i ptuka¢ przez co najmniej 10
minut z wiagczonym mieszadtem,

— czesci sktadowe opryskiwacza rozmontowaé, wymy¢ i wyptuka¢ osobno w roztworze Srodka
uzytego do mycia opryskiwacza,

— ponownie wyptuka¢ zbiornik i wszystkie czegsci sktadowe opryskiwacza czysta woda.

Uwaga
Niezneutralizowane odpowiednio resztki §rodka pozostawione w opryskiwaczu moga by¢ powodem
silnych uszkodzen roslin uprawnych wrazliwych na ten §rodek.

W przypadku mycia aparatury przy uzyciu $rodkéw przeznaczonych do tego celu, z powstatymi
poptuczynami nalezy postepowac zgodnie z instrukcja dotaczona do srodka myjacego.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW
ORAZ OSOB POSTRONNYCH

Przed zastosowaniem $rodka nalezy poinformowaé¢ o tym fakcie wszystkie zainteresowane strony,
ktére
moga by¢ narazone na znoszenie cieczy uzytkowej 1 ktore zwrdcily sie o taka informacie.

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

Stosowaé rekawice ochronne i odziez robocza (kombinezon), w trakcie przygotowywania cieczy
uzytkowej oraz w trakcie wykonywania zabiegu

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

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 wdod poprzez rowy odwadniajace z
gospodarstw i drog.

W celu ochrony organizméw wodnych konieczne jest stosowanie 10 metrowej zadarnionej strefy
ochronnej od zbiornikow i ciekow wodnych w uprawie pszenicy ozimej

W celu ochrony roslin ladowych niebedacych celem zwalczania konieczne jest zastosowanie 5
metrowej strefy ochronnej od terenéw nieuzytkowanych rolniczo w uprawie pszenicy ozimej i
jeczmienia jarego

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN I OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony roélin przechowywaé:

— w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania zabezpieczajace
przed skazeniem srodowiska oraz dostepem o0sob trzecich,

— w oryginalnych opakowaniach, w sposob uniemozliwiajacy kontakt z zywnos$cia, napojami lub
pasza,

- w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania opréznionych opakowan po $rodkach ochrony roslin do innych celow.

Niewykorzystany  $rodek przekaza¢ do podmiotu uprawnionego do odbierania
odpadow niebezpiecznych.

Opréznione opakowania po érodku zwroci¢ do sprzedawcy srodkéw ochrony roslin bedacych srodkami
niebezpiecznymi.

PIERWSZA POMOC

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

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

Not necessary.
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Appendix 4 Lists of data considered for national authorization
List of data submitted by the applicant and relied on

Title

Company Report No. \éerte- Data Justification if d
Data point Author(s) Year Source (where different from company) rate prot_e ction) Justi |gat|9n 1" C ata Owner
GLP or GEP status study claimed | protection is claimed
. Y/N Y/N
Published or not
KCP 2 Jarostaw 2022 Part I: Determination of physicochemical properties of the initial preparation, N Y Data/study report Elvita Sp.z 0.0
Kupiec 2023 after accelerated and low temperature storage. never submitted before Rozewo
Part I1: Determination of physicochemical properties after the first year of to Poland
storage.
Institute of Industrial Organic Chemistry; BF-21/22; Warsaw; 2022, 2023
GLP
Unpublished
KCP 2.3.1 | Paulina 2022 Determination of flash point and auto-ignition temperature. N Y Data/study report Elvita Sp.z 0.0
Flasinska, Institute of Industrial Organic Chemistry; BC-28/22; never submitted before Rézewo
MSc. Warsaw; 2022 to Poland
GLP
Unpublished
KCP 2.3.3 | Paulina 2022 Determination of flash point and auto-ignition temperature. N Y Data/study report Elvita Sp.z 0.0
Flasinska, Institute of Industrial Organic Chemistry; BC-28/22;Warsaw; 2022 never submitted before Rozewo
MSc. GLP to Poland
Unpublished
KCP 7.1.1 | Krakowian D. 2022 Floras 50 SC: Use of the 3T3 neutral red uptake cytotoxicity test to estimate N Y Data/study report Elvita Sp.z 0.0
starting doses for acute oral systemic toxicity tests. never submitted before Rozewo
Study code: CAO-05-22 to Poland
Institute of Industrial Organic Chemistry, Branch Pszczyna
GLP; Unpublished
KCP 7.1.4 | Krakowian D. 2022 Floras 50 SC In Vitro Skin Corrosion: Reconstructed Human Epidermis (RHE) N Y Data/study report Elvita Sp.z 0.0
Test Method. never submitted before Rozewo
Study code: SCT-02-22 to Poland
Institute of Industrial Organic Chemistry, Branch Pszczyna
GLP; Unpublished
KCP 7.1.5 | Gruszka K. 2022 Floras 50 SC: Isolated Chicken Eye Test Method for Identifying i) Chemicals N Y Data/study report Elvita Sp.z 0.0
Inducing Serious Eye Damage and ii) Chemicals Not Requiring Classifications never submitted before Rozewo
for Eye Irritation or Serious Eye Damage. to Poland
Study code: ICE-3-22
Institute of Industrial Organic Chemistry, Branch Pszczyna
GLP; Unpublished
KCP Krakowian D. 2022 Floras 50 SC: In Vitro Skin Sensitisation: ARE-Nrf2 Luciferase Test Method. N Y Data/study report Elvita Sp.z 0.0
7.1.6/01 Study code: KST-03-22 never submitted before Rézewo
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Title Verte- Data
Company Report No. brate |protection| Justification if data
Data point Author(s) Year Source (where different from company) - S - Owner
GLP or GEP status study claimed | protection is claimed
. Y/N Y/N
Published or not
Institute of Industrial Organic Chemistry, Branch Pszczyna to Poland
GLP; Unpublished
KCP Krakowian D. 2023 Floras 50 SC: In Vitro Skin Sensitisation: Human cell line activation test. N Y Data/study report Elvita Sp.z 0.0
7.1.6/02 Study code: HCLA-03-22 never submitted before Rozewo
Institute of Industrial Organic Chemistry, Branch Pszczyna to Poland
GLP; Unpublished
KCP Janus, K. 2023 PECgw calculation for Floras 50 SC. N N Data/study report Elvita Sp.z 0.0
9241 Report No.: 1/2023 never submitted before RoOzZewo
non GLP to Poland
Unpublished
KCP9.25 | Janus, K. 2023 PECsw calculation for Floras 50 SC. N N Data/study report Elvita Sp.z 0.0
Report No.: 2/2023 never submitted before Rozewo
non GLP to Poland
Unpublished
KCP Grazyna 2022 FLORAS 50 SC Daphnia magna, Acute Immobilization Test N Y Data/study report Elvita Sp.z 0.0
10.2.1 Hodorek IPO Pszczyna never submitted before RoOzZewo
W-18-22 to Poland
GLP/No Published
KCP Grazyna 2022 FLORAS 50 SC Anabaena flos-aquae UTEX B 1444 Growth Inhibition Test N Y Data/study report Elvita Sp.z 0.0
10.2.1 Hodorek IPO Pszczyna never submitted before Rozewo
W-20-22 to Poland
GLP/No Published
KCP Grazyna 2022 Floras 50 SC Lemna gibba CPCC 310, Growth inhibition test N Y Data/study report Elvita Sp.z 0.0
10.2.1 Hodorek IPO Pszczyna never submitted before Rozewo
W-19-22 to Poland
GLP/No Published
KCP Marcin Dybek 2022 FLORAS 50 SC Honeybees (Apis mellifera L.), Acute Oral Toxicity Test N Y Data/study report Elvita Sp.z 0.0
10.3.1.11 IPO Pszczyna never submitted before Rozewo
B-127-22 to Poland
GLP/No Published
KCP Marcin Dybek 2022 FLORAS 50 SC Honeybees (Apis mellifera L.), Acute Contact Toxicity Test N Y Data/study report Elvita Sp.z 0.0
10.3.1.1.2 IPO Pszczyna never submitted before Rozewo
B-129-22 to Poland
GLP/No Published
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KCP Marcin Dybek 2023 FLORAS 50 SC Honeybees (Apis mellifera L.), Larval Toxicity Test, N Y Data/study report Elvita Sp.z 0.0
10.3.1.1.3 Repeated Exposure never submitted before Rozewo
IPO Pszczyna to Poland
B-124-22
GLP/No Published
KCP Marcin Dybek 2022 FLORAS 50 SC Bumblebees (Bombus spp.),, Acute Oral Toxicity Test N Y Data/study report Elvita Sp.z 0.0
10.3.1.1.4 IPO Pszczyna never submitted before RoOzZewo
B-128-22 to Poland
GLP/No Published
KCP Marcin Dybek 2022 FLORAS 50 SC Bumblebees (Bombus spp.), Acute Contact Toxicity Test N Y Data/study report Elvita Sp.z 0.0
10.3.1.15 IPO Pszczyna never submitted before Rozewo
B-130-22 to Poland
GLP/No Published
KCP Marcin Dybek 2022 FLORAS 50 SC Honeybees (Apis mellifera L.), Chronic Oral Toxicity Test N Y Data/study report Elvita Sp.z 0.0
10.3.1.1.6 IPO Pszczyna never submitted before RozZewo
B-126-22 to Poland
GLP/No Published
KCP Pawel Pieczka 2022 FLORAS 50 SC Earthworm Reproduction Test N Y Data/study report Elvita Sp.z 0.0
104.1.1 IPO Pszczyna never submitted before Rozewo
G-10-22 to Poland
GLP/No Published
KCP 10.5 Pawet Pieczka 2022 FLORAS 50 SC Soil Microorganisms: Nitrogen Transformation Test N Y Data/study report Elvita Sp.z 0.0
IPO Pszczyna never submitted before Rozewo
G-11-22 to Poland
GLP/No Published
KCP 10.3 Marcin Dybek 2022 A laboratory test for evaluating the effects of Floras 50 SC on the parasitic N Y Data/study report Elvita Sp.z 0.0
wasp, Aphidius rhopalosiphi (De Stefani - Perez) never submitted before Rozewo
IPO Pszczyna to Poland
B-123-22
GLP/No Published
KCP 10.3 Marcin Dybek 2022 A laboratory test for evaluating the effects of Floras 50 SC on the predatory N Y Data/study report Elvita Sp.z 0.0
mite, Typhlodromus pyri (Sch.) never submitted before Rozewo
IPO Pszczyna to Poland
W-122-22
GLP/No Published
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KCP 10.6 Pawel Pieczka 2022 Terrestrial Plant Test: Seedling Emergence and Seedling Growth Test N Y Data/study report Elvita Sp.z 0.0
IPO Pszczyna never submitted before Rozewo
G-13-22 to Poland
GLP/No Published
KCP 10.6 Pawel Pieczka 2022 Terrestrial Plant Test: Vegetative Vigour Test N Y Data/study report Elvita Sp.z 0.0
IPO Pszczyna never submitted before Roézewo
G-12-22 to Poland
GLP/No Published
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before RozZewo
6.2 Green & Property Consulting to Poland
Study code: 029GPSE202201
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 029GPSE202202
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 029GPSE202203
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 029GPSE202204
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 029GPSE202205
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity in cereals. Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski Green & Property Consulting never submitted before Rézewo
6.4.1 Study code: 030GPSS202201 to Poland
6.4.2 GEP/Unpublished
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6.4.3
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity in cereals. Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski Green & Property Consulting never submitted before Rozewo
6.4.1 Study code: 030GPSS202202 to Poland
6.4.2 GEP/Unpublished
6.4.3
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before RoOzZewo
6.2 Green & Property Consulting to Poland
Study code: 027GPSE202201
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 027GPSE202202
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before RozZewo
6.2 Green & Property Consulting to Poland
Study code: 027GPSE202203
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 027GPSE202204
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity and efficacy against weeds in N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski cereals. Poland 2022. never submitted before Rozewo
6.2 Green & Property Consulting to Poland
Study code: 027GPSE202205
GEP/Unpublished
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity in cereals. Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Lawinski Green & Property Consulting never submitted before Rozewo
6.4.1 Study code: 028GPSS202201 to Poland
6.4.2 GEP/Unpublished
6.4.3
Krzysztof 2022 FLORAS 50 SC - Evaluation of selectivity in cereals. Poland 2022. N Y Data/study report Elvita Sp.z 0.0
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KCP Lawinski Green & Property Consulting never submitted before Rozewo
6.4.1 Study code: 028GPSS202202 to Poland
6.4.2 GEP/Unpublished
6.4.3
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into spring barley for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Roézewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/049/PL01
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into spring barley for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rézewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/049/PL02
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into spring barley for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rézewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/049/PL03
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into spring barley for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rozewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/049/PL04
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into spring barley for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rozewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/049/PL05
GEP/Unpublished
Mateusz 2022 Selectivity of Floras 50 SC when applied into spring barley, Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk SGS Polska Sp. z o.0. never submitted before Rozewo
6.4.1 Study code: SGS/2022/047/PL01 to Poland
6.4.2 GEP/Unpublished
6.4.3
Mateusz 2022 Selectivity of Floras 50 SC when applied into spring barley, Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk SGS Polska Sp. z o.0. never submitted before Rézewo
6.4.1 Study code: SGS/2022/047/PL02 to Poland
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6.4.2 GEP/Unpublished
6.4.3
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into winter wheat for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Roézewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/048/PL01
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into winter wheat for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Roézewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/048/PL02
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into winter wheat for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rozewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/048/PL03
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into winter wheat for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rozewo
6.2 SGS Polska Sp. z 0.0. to Poland
Study code: SGS/2022/048/PL04
GEP/Unpublished
Mateusz 2022 Efficacy evaluation on Floras 50 SC when applied into winter wheat for the N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk control of broadleaves weeds, Poland 2022. never submitted before Rozewo
6.2 SGS Polska Sp. z o.0. to Poland
Study code: SGS/2022/048/PL05
GEP/Unpublished
Mateusz 2022 Selectivity of Floras 50 SC when applied into winter wheat, Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk SGS Polska Sp. z 0.0. never submitted before Rozewo
6.4.1 Study code: SGS/2022/046/PL01 to Poland
6.4.2 GEP/Unpublished
6.4.3
Mateusz 2022 Selectivity of Floras 50 SC when applied into winter wheat, Poland 2022. N Y Data/study report Elvita Sp.z 0.0
KCP Krawczuk SGS Polska Sp. z o0.0. never submitted before Rézewo
6.4.1 Study code: SGS/2022/046/PL02 to Poland
6.4.2 GEP/Unpublished
6.4.3
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Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Spring Barley (Hordeum vulgare). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RozZewo
6.2 Study code: NUZ 07/22/8 Report | to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Spring Barley (Hordeum vulgare). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rézewo
6.2 Study code: NUZ 07/22/9 Report |1 to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Spring Barley (Hordeum vulgare). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RozZewo
6.2 Study code: NUZ 07/22/10 Report I11 to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Spring Barley (Hordeum vulgare). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rozewo
6.2 Study code: NUZ 07/22/11 Report IV to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Spring Barley (Hordeum vulgare). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RozZewo
6.2 Study code: NUZ 07/22/12 Report V to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The selectivity of Floras 50 SC in Spring Barley (Hordeum vulgare) N Y Data/study report Elvita Sp.z 0.0
KCP cultivation. never submitted before Rozewo
6.4.1 Institute of Soil Science and Plant Cultivation to Poland
6.4.2 Study code: NUZ 07/22/13 Report |
6.4.3 GEP/Unpublished
Jerzy Grabinski 2022 The selectivity of Floras 50 SC in Spring Barley (Hordeum vulgare) N Y Data/study report Elvita Sp.z 0.0
KCP cultivation. never submitted before Rozewo
6.4.1 Institute of Soil Science and Plant Cultivation to Poland
6.4.2 Study code: NUZ 07/22/14 Report |1
6.4.3 GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rozewo
6.2 Study code: NUZ 07/22/1 Report | to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rozewo
6.2 Study code: NUZ 07/22/2 Report 11 to Poland
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Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RozZewo
6.2 Study code: NUZ 07/22/3 Report 111 to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rézewo
6.2 Study code: NUZ 07/22/4 Report IV to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The effectiveness of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RoOzZewo
6.2 Study code: NUZ 07/22/5 Report V to Poland
GEP/Unpublished
Jerzy Grabinski 2022 The selectivity of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before RoOzZewo
6.4.1 Study code: NUZ 07/22/6 Report | to Poland
6.4.2 GEP/Unpublished
6.4.3
Jerzy Grabinski 2022 The selectivity of Floras 50 SC in Winter Wheat (Triticum aestivum). N Y Data/study report Elvita Sp.z 0.0
KCP Institute of Soil Science and Plant Cultivation never submitted before Rozewo
6.4.1 Study code: NUZ 07/22/7 Report |1 to Poland
6.4.2 GEP/Unpublished
6.4.3
KCP Pawel Pieczka 2022 Terrestrial Plant Test: Seedling Emergence and Seedling Growth Test N Data/study report Elvita Sp.z 0.0
6.5.1 IPO Pszczyna never submitted before Rozewo
(submitted G-13-22 to Poland
under KCP GLP/No Published
10.6)
KCP Pawel Pieczka 2022 Terrestrial Plant Test: VVegetative Vigour Test N Data/study report Elvita Sp.z 0.0
6.5.2 IPO Pszczyna never submitted before Rozewo
(submitted G-12-22 to Poland
under KCP GLP/No Published

10.6)
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KCP Marcin Dybek 2022 FLORAS 50 SC Honeybees (Apis mellifera L.), Larval N Y Data/study report never submitted Elvita
10.3.1.1.3 Toxicity Test, Single Exposure before to Poland Sp.zo.0
IPO Pszczyna Rozewo
B-125-22
GLP/No Published
List of data relied on and not submitted by the applicant but necessary for evaluation
Title Verte- Data
Company Report No. brate rotection Justification if data protection is
Data point Author(s) Year Source (where different from company) prot - P Owner
study claimed claimed
GLP or GEP status
- YIN Y/N
Published or not




