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PART A
RISK MANAGEMENT

1 Details of the application
1.1 Application background

This document reviews the environmental fate studies and modelling for the product GORZKA KORA, a
paste formulation containing 251 g/kg quartz sand for use in forestry and several minor crops — forest
nursery, ornamental trees, pear, plum, sweet cherry, cherry, peach, apricot, hazel, walnut, gooseberry,
chokeberry, highbush blueberry, grapevine. Quartz sand was first included in Annex | to Directive
91/414/EEC by Commission Directive 2008/127/EC of 18 December 2008.

A risk assessment according to Uniform Principles is provided which demonstrates that the product is
safe for the environment.

Where appropriate this document refers to the conclusions of the EU review of quartz sand. This will be
where:

. the active substance data are 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-
registration.

The EFSA Scientific report for quartz sand (EFSA Journal 2022;20(9):7552) is considered to provide the
relevant review information or a reference to where such information can be found.

The Commission Implementing Regulation for quartz sand (540/2011) provides specific provisions under
Part B which need to be considered by the applicant in the preparation of their submission and by the MS
prior to granting an authorisation.

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No
1107/2009, the conclusions of the review report on quartz sand (SANCO/2628/2008) and in particular
Appendices | and Il thereof, as finalised in the Standing Committee on the Food Chain and Animal
Health shall be taken into account.

Conditions of use shall include, where appropriate, risk mitigation measures.

Information on the detailed composition of GORZKA KORA can be found in the confidential dossier of
this submission (Registration Report - Part C).

1.2 Letters of Access

Not relevant.

1.3 Justification for submission of tests and studies

This application for registration of Gorzka Kora is submitted according to Art. 33 of Reg. 1107/2009. All
studies or tests submitted with this application are data requirements for the plant protection product laid
down in Regulation (EC) No. 284/2013.
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1.4 Data protection claims

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

2 Details of the authorization decision

2.1 Product identity

Product code GK-4

Product name in MS GORZKA KORA

Authorization number not relevant

Function Repellent

Applicant Przedsigbiorstwo Produkcyjno-Handlowe
ADW Sp. zo.0.

Active substance(s) quartz sand, 251 g/kg

(incl. content)

Formulation type paste [PA]

Packaging LLDPE/EVOH/LLDPE bag, professional and non-professional user

Coformulants of concern for not relevant

national authorizations

Restrictions related to identiy not relevant

Mandatory tank mixtures not relevant
Recommended tank mixtures not relevant
2.2 Conclusion

The evaluation of the application for product name resulted in the decision to grant the authorization.
Physical-chemical properties section: 2-years ambient storage stability study is ongoing.
Analytical methods section: No data gaps.

Efficacy section: Gorzka Kora can be granted, in line to accepted GAP table. Ruminant animals are ac-
cepted against bark gasaage stripping and browsing damage (gnawing). Squirrel family and beaver family
are not accepted. Lagomorphs are accepted only conditionally against sagk browsing damage. All minor
uses in line to GAP table are accepted.

Mammalian toxicology: GORZKA KORA is not classified and is not subject to operator, employee and
bystander / resident. According to the EFSA Journal 2011;9(7):2300 Paintbrush and gloves application of
quartz sand formulated as a paste was not considered to be a source of significant exposure

Ecotoxicology section: No data gaps. All minor uses in line to GAP table are accepted.
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2.3 Substances of concern for national monitoring

Quiartz sand is not a substance of concern.

2.4 Classification and labelling

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

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

Hazard class(es), categories: not relevant

The following labelling information is derived from the classification and to be mentioned in the safety
data sheet. The information which is determined for the label is formatted bold:

Hazard pictograms: not relevant
Signal word: not relevant
Hazard statement(s): not relevant
Precautionary statement(s): not relevant
Additional labelling phrases: not relevant

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

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

Further labelling statements under Regulation (EC) No 1272/2008:

not relevant not relevant

See Part C for justifications of the classification and labelling proposals.

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

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

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

not relevant not relevant

2.5 Risk management

25.1 Restrictions linked to the PPP

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

respective code if
available

Gloves during application.

Worker protection:

not relevant

not relevant

Integrated pest management (IPM)/sustainable use:

not relevant

not relevant

Environmental protectio

n

not relevant

not relevant

Other specific restrictions

not relevant

not relevant

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

Integrated pest management (IPM)/sustainable use:

not relevant

not relevant

2.5.2 Specific restrictions linked to the intended uses

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

Integrated pest management (IPM)/sustainable use:

Relevant for use no.

not relevant

not relevant

not relevant

Environmental protectio

n:

Relevant for use no.

not relevant

not relevant

not relevant
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2.6

PPP (product name):

Active substance:
Safener:

quartz sand
not relevant

Intended uses (only NATIONAL GAP)

GORZKA KORA

Formulation type:
Conc. of as:
Conc. of safener:

GAP rev. 1, date: 2022-05-04

PA @b
251 g/kg ©
not relevant ©

Synergist: not relevant Conc. of synergist: not relevant ©
Applicant: Przedsigbiorstwo Produkcyjno-Handlowe Professional use: X
ADW Sp. z o0.0.
Zone(s): Central Zone ©@ Non professional use: [X]
Verified by MS: no
Field of use: repellent
E 3 4 5 6 7 E E 10 11 |12 13 14
Use- | Member Crop and/ F, Fn, Fpn Pests or Group of Application Application rate PHI Remarks:
E\‘leg). state(s) or situation 0Gr Gn, Gpn | pests controlled Method / | Timing / Max. Min. kgor L g or kg Water L/ha (days) oo
(crop | (additionally: Kind Gfrowth ;Ltage number Lnterval product / ha | as/ha . safener/synergist
destination / developmental stages ot crop a) per use etween_ a) makx. rate min /:max per ha
purpose of of the pest or pest season b) per applications | per appl. a) max. )
crop/ (days) b) max. rate per
crop) group)
season total rate appl.
per b) max.
crop/season | total rate
per
crop/season
Zonal uses — Art. 33
1 PL Deciduous and | Fpn Bark stripping Coating | Late autumn |1 per Not 10-13 2,5-3,3ka |Not Not Eff.section:
coniferous gamage caused by: manually | when game year. relevant. kg/1000 as/1000 relevant. relevant. | lagomorphs,
trees in forestry Ruminant animals: with starts to plants plants squirrel family
- deer family special damage and beaver family
- roe family brush or | seedlings are not accepted.
- fallow deer glove. Lagemerphis
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aeeefteéeﬂw
ceditionalhy
2 PL Deciduous and | Fpn Browsing damage Coating | Late autumn |1 per year | Not 2-5 kg/1000|0.5-1.3 kg | Not Not - Eff. section:
coniferous caused by: Ruminant | manually | when game relevant plants as/1000 relevant. relevant. | lagomorph is
trees in forestry animals: with starts to plants accepted only
- deer family special damage conditionally
- roe family brush or | seedlings
- fallow deer glove.
iz
and lagomorph
Minor uses — Art. 51 Reg. 1107/2009
3 PL Forest nursery |F Browsing damage Coating | Late autumn |1 per year | Not 2-5kg/1000|0.5-1.3 kg | Not relevant | Not -
plants, caused by manually | when game relevant plants as/1000 relevant
renewals, Ruminant animals: with starts to plants
afforestation - deer family special damage
and seed - roe family brush or |seedlings
plantations of - fallow deer glove
forest trees, Lagomorphs
ornamental Squirrel family
shrubs and Beaver family
trees,
Christmas trees
grown on
plantations
4 PL Pear, plum, F Browsing damage Coating | Late autumn |1 per year | Not 2-5 kg/1000|0.5-1.3 kg | Not relevant | Not -
sweet cherry, caused by manually | when game relevant plants as/1000 relevant
sour cherry, Ruminant animals: with starts to plants
peach, apricot, - deer family special damage
hazel, walnut, - roe family brush or |seedlings
quince - fallow deer glove
Lagomorphs
Squirrel family
Beaver family
5 PL Gooseberry, F Browsing damage Coating | Late autumn |1 per year | Not 2-5kg/1000|0.5-1.3 kg | Not relevant | Not -
choke berry, caused by manually | when game relevant plants as/1000 relevant
highbush Ruminant animals: with starts to plants
blueberry, - deer family special damage

10




GORZKA KORA

Part A - National Assessment

Applicant version

Page 11 /38

Template for chemical PPP

Version October 2022

vines - roe family brush or |seedlings
- fallow deer glove
Lagomorphs
Squirrel family
Beaver family
6 PL Ornamental F Bark stripping caused |Coating |Late autumn |1 per Not 10-13 2,5-3,3ka |Notrelevant | Not -
trees, by manually | when game year. relevant. kg/1000 as/1000 relevant
Christmas trees Ruminant animals: with starts to plants plants
grown on - deer family special damage
plantations - roe family brush or |seedlings
- fallow deer glove
7 PL Pear, plum, F Bark stripping caused | Coating |Late autumn |1 per Not 10-13 2,5-3,3ka |[Notrelevant | Not
sweet cherry, by manually | when game year. relevant. kg/1000 as/1000 relevant
sour cherry, Ruminant animals: with starts to plants plants
peach, apricot, - deer family special damage
hazel, walnut - roe family brush or |seedlings
- fallow deer glove
Non-professional use for which application is submitted
8 PL Deciduous and |Fn Browsing damage Coating | Late autumn |1 per year | Not 0,02-0,05 |0.005- Not relevant | Not Eff. section:
coniferous caused by manually | when game relevant kg/10 0,013 kg relevant | lagomorph are
trees in forestry Ruminant animals: with starts to plants as/1000 accepted
- deer family special damage plants conditionally.
- roe family brush or |seedlings
- fallow deer glove
and Lagomorphs
9 PL Deciduous and | Fpn Bark stripping Coating | Late autumn |1 per Not 0,10-0,13 |0,25-0,33 | Not Not Eff. section: only
coniferous gamage caused by: manually | when game year. relevant. kg/10 ka as/10 relevant. relevant. | ruminnat animals
trees in forestry Ruminant animals: with starts to plants plants accepted
- deer family special damage
- roe family brush or | seedlings
- fallow deer glove.

Minor uses for which application is submitted - non-professional use

11
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10 |PL Forest nursery |Fn Browsing damage Coating | Young shoots, |1 per year | Not 0,02-0,05 |0.005- Not relevant | Not
plants, caused by manually | 2-5 years old, relevant kg/10 0,013 kg relevant
renewals, Ruminant animals: with autumn (Sept.- plants as/1000
afforestation - deer family special Nov.) plants
and seed - roe family brush or
plantations of - fallow deer glove
forest trees; Lagomorphs
ornamental Squirrel family
shrubs and Beaver family
trees;

Christmas trees
grown on
plantations,

11 |PL Pear, plum, Fn Browsing damage Coating | Young shoots, |1 per year | Not 0,02-0,05 |0.005- Not relevant | Not
sweet cherry, caused by manually | 2-5 years old, relevant kg/10 0,013 kg relevant
sour cherry, Ruminant animals: with autumn (Sept.- plants as/1000
peach, apricot, - deer family special Nov.) plants
hazel, walnut, - roe family brush or
quince - fallow deer glove

Lagomorphs
Squirrel family
Beaver family

12 |PL Gooseberry, Fn Browsing damage Coating | Young shoots, |1 per year | Not 0,02-0,05 |0.005- Not relevant | Not
choke berry, caused by manually | 2-5 years old, relevant kg/10 0,013 kg relevant
highbush Ruminant animals: with autumn (Sept.- plants as/1000
blueberry, - deer family special Nov.) plants
vines - roe family brush or

- fallow deer glove.
Lagomorphs

Squirrel family

Beaver family

13 |PL Ornamental Fn Bark stripping caused |Coating |Late autumn |1 per Not 0,10-0,13 |0,25-0,33 | Not relevant | Not
trees, by manually | when game year. relevant. kg/10 ka as/10 relevant
Christmas trees Ruminant animals: with starts to plants plants
grown on - deer family special damage
plantations - roe family brush or |seedlings

- fallow deer glove

14 |PL Pear, plum, Fn Bark stripping caused | Coating |Late autumn |1 per Not 0,10-0,13 |0,25-0,33 | Not relevant | Not

sweet cherry, by manually | when game year. relevant. kg/10 ka as/10 relevant
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sour cherry, Ruminant animals: with starts to

peach, apricot, - deer family special damage

hazel, walnut - roe family brush or |seedlings
- fallow deer glove

plants plants

Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N

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

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse
use, Gpn: professional and non-professional greenhouse use, I: indoor application
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

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

(d)
®©

®

11
12

13
14

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 ap-
plication

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

13
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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 ivory opaque dense paste with characteristic odour. It
is not explosive, has no oxidising properties. The product is not flammable. It hasn’t got self-ignition
temperature (no Auto-Ignition at 600 °C). In aqueous solution, it has a pH value around 7,42 at 24 °C.
There is no effect of low and high temperature on the stability of the formulation, since after 7 days at 0
°C and 14 days at 54 °C, neither the active ingredient content nor the technical properties were changed.
Its technical characteristics are acceptable for a paste formulation.

The 2 years stability study is ongoing.

Justified Proposals for Classification and Labelling for physical chemical properties
Not relevant. No classification is proposed.

3.2 Efficacy (Part B, Section 3)

3.2.1 Efficacy data

A total of 10 trials were carried out to evaluate the efficacy of GORZKA KORA. The application rates

used in trials were in range 2-13 kg/1000 trees. All trials confirmed the efficacy of GORZKA KORA in
control deciduous and coniferous trees in forestry. No phytotoxicity effects on protected trees were ob-

served in efficacy trials.

No preliminary tests and minimum effective dose tests were performed. The proposed application rate is
known of its effectiveness. Effectiveness of the product depends on concentration of the active ingredient
in the formulation and the thoroughness of application. Application rate expressed in amount per ha de-
pends on density of trees.

Trials methodology has been accepted by Evaluator. The field trials were performed in accordance with
EPPO guidelines and in all trials GEP rules were recognized: PP 1/135(3) — Phytotoxicity assessment;
PP 1/152(4) — Design and analysis of efficacy evaluation trials; PP 1/181(4) — Conduct and reporting of
efficacy evaluation trials including GEP; PP 1/214(3) — Principles of acceptable efficacy; PP 1/226(2) —
Number of efficacy trials and PP 1/200(1) — Rodent repellents against debarking of trees.

The field experiments of the repellent — Gorzka Kora (product code: GK-4) were carried out by the by
recognised institutes. The testing unit has been mandated to conduct research in the field of efficacy of
plant protection products by the Chief Inspector of Plant Health and Seed Inspection and are officially
GEP recognised.

According to EPPO 1/200 — the rodent species used to conduct the experiments should belong to the
group of most important pests in a given region, i.e. Microtus agrestis in northern Europe, M. arvalis or
M. agrestis in Central European countries, and Pitymys in southern Europe. It is advisable the use for
experiments of individuals at the age of pre-breeding (not fully mature), as the natural populations of
voles in the winter season consist exclusively of such individuals. The method described below, with
minor modifications, can also be used for testing rodenticides that control rodents of the order Lago-
morpha (rabbits, hares).

14
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Studied pests during efficacy trials: Applicant submitted trials only against Ruminant animals (against

browsing damage and bark gasaage stripping of trees). Lack of trials against lagomorphs, squirrel
family and beaver family against batk browsing damage and stripping trees. In the opinion of ZRMs,
lagomorphs can be also be accepted against browsing damage Bt conditionally. It will be necessary
to submit at least 1-2 studies for these pests performed on pine or oak trees within 1-2 years after
granted product. However oak or other deC|duous tree will be preferred for addltlonal studies. H%

ants_hone Hares blte the tW|gs of trees and shrubs in Wlnter and
eat young shoots in earIy sprlng Therefore it is important to use protection against bark gnawing
(browsing damage) also by hares. Spalding is the stripping by deer (mainly deer and elk) of bark from
young forest trees (usually pines, spruces, oaks, ash), which causes significant damage. The damage
consists of crippling trees and weakening their resistance to infections such as fungal diseases. Fal-
lowing prevention designed to act against ruminant animals.

Quartz sand is a low-risk substance. In Poland few plant protection products with quart sand are al-
ready registered against lagomorphs, squirrel family and beaver family. So, its efficacy is already
known. According to harmonization meetings and extrapolating results, the possibility of extrapola-
tion of results between coniferous and deciduous trees in the case of deer or hares has been deter-
mined. But the possibility of extrapolation between different pest species, e.g., hares/deer, has not
been clarified. Therefore, we believe that based on the so-called judgement opinion, it will be possi-
ble to at least conditionally registration of this group of animals. Squirrel family and beaver family
are not accepted, also they were not submitted in label project by Applicant.

Studied pests during efficacy trials:

CERVEL Cervus elaphus red deer Jelen szlachetny
CAPRCA Capreolus capreolus roe deer Sarna europejska
DAMADA Cervus dama fallow deer Daniel

ALCSAL Alces alces moose Lo$ euroazjatycki
OVISAM Ovis gmeliniii musimon muflon Muflon $rodziemnomorski

Assessment of efficacy: EPPO PP 1/214 (3) Principles of acceptable efficacy does not define specific
scale of efficacy. It refers to EC Regulation 1107/2009 concerning the placing of plant protection prod-
ucts on the market (EC, 2009) which expresses this requirement by declaring that any plant protection
product should be ‘sufficiently effective’, but without explaining what is meant by this term. The Appli-
cant did not apply a scale of effectiveness the tested product — Gorzka Kora (product code: GK-4). In
accordance to EPPO 1/200 (1) we should take to account only trials with sufficient (> 50%) damage
level of the control group. All trials conducted fulfilled this condition.

Efficacy of Gorzka Kora against peeling of bark stripping-gamage in forest (5 trials): Oak was
studied during one trial and pine —in 4 trials. During those trials following pests were studied: CERVEL
(5 trials), ALCSAL (4 trials), DAMADA (3 trials), CAPRCA (2 trials) and OVISAM (2 trials). Present-
ed efficacy data have been conducted in 2021 and 2022 in Poland (NE). Gorzka Kora was applied at
target dose rate: 10-13 kg/1000 plants, reference product used in trials: Cervacol Extra PA at dose rate:
10 kg/1000 plants . Data demonstrated that the efficacy of the GORZKA KORA at target dose rate was
higher or identical as used reference product Cervacol Extra PA at dose rate: 10 kg/1000 plants. The
mean efficacy was above 90% that indicate that the product Gorzka Kora is highly effective.

Efficacy of Gorzka Kora against peeling of browsing damage in forest (5 trials): One trial was carried
out on oak, one trial — on mix forestry (pine and birch) and 3 trials on pine. Following pests were studded
during those trials: CERVEL (5 trials), ALCSAL (4 trials), CAPRCE (5 trials), DAMADA (3 trials) and
OVISAM (2 trials). Presented efficacy data have been conducted in 2021 and 2022 in Poland (NE).
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Gorzka Kora was applied at target dose rate: 2-5 kg/1000 plants, reference product used in trials: Cerva-
col Extra PA at dose rate: 2 kg/1000 plants. Data demonstrated that the efficacy of the Gorzka Kora at
target dose rate was higher or identical as used reference product Cervacol Extra PA at dose rate: 2
kg/1000 plants. The mean efficacy was above 90% that indicate that the product GORZKA KORA is
highly effective.

The effectiveness of tested product at recommended dose was similar or even slightly higher than stand-
ard references products. Differences between the efficiency (observed as fluctuations of effectiveness)
of product from field tests were quite substantial, but they were caused by weather conditions (during
rainy and windy weather efficacy of product has been decreased). Autumn application is recommended
by Evaluator due to high efficiency of tested product.

Gorzka Kora (product code: GK-4) should be used in accordance to label project. All minor uses
included in GAP table and label project by Applicant are accepted by ZRMs in line to Article 51.
Use professional and non-professional are accepted.

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

Not relevant. GORZKA KORA contains quartz sand as an active substance that has mechanical mode of
action. Neither occurrence of resistance nor development of resistance is probable.

3.2.3 Adverse effects on treated crops

No phytotoxicity studies were performed since GORZKA KORA is neither herbicide not regulator. Phy-
totoxicity was observed in efficacy trials. No phytotoxic effects were recorded at application rate 1N.

3.2.4 Observations on other undesirable or unintended side-effects
GORZKA KORA is to be used in forestry and several minor crops. Although the proposed application
manner is annual coating and time of application so no impact on succeeding and adjacent crops is ex-

pected. The active substance quartz sand naturally occurs in the environment and hence exposure of non-
target organisms is also considered negligible..

3.3 Methods of analysis (Part B, Section 5)

331 Analytical method for the formulation

Active substance

Test item was a GK-4, a product formulated as a paste containing 251 g/kg of quartz sand. Silicon diox-
ide was determined spectrophotometrically. Molybdenum blue complex was obtained from a solution
prepared by fusion of the quartz sample with sodium hydroxide, the yellow silico-molybdate complex
was reduced to molybdenum blue complex. The absorption measurements were acquired by a single
beam UV/visible spectroscopy system at wavelength 816+2 nm with a 1 cm cell path length. The specific-
ity of the method was demonstrated on the basis of a parallel analysis of the test material and placebo.
Silica is not detected in the placebo. It confirms the ability of the method to the determination of an ana-
Iyte in a formulation without interference from other components. The validation parameters (linearity,
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precision and accuracy) are within the acceptance range and fulfil EU requirements given in SANCO
/3030 /99 rev.5.

Relevant impurities

According to EFSA Conclusions (EFSA Journal 2022;20(9):7552), crystalline silica with a diameter <10
um is considered the relevant impurity of active substance quartz sand.

The requirement for methods of analysis for monitoring the respirable crystalline silica in the representa-
tive formulations has been waived due to negligible inhalation exposure predicted for the proposed uses.
The 5-batch analysis assessed in the equivalence report (RMS Latvia, 2022) indicates that the source of
active substance to be used for Gorzka Kora production does not contain crystalline silica of a diameter
<50 um so also <10 pum. In the report, validation of an analytical method for quantification of crystalline
silica with particles <10 pum as an impurity in quartz sand technical (Giorgi S. 2022) was assessed and
found acceptable in terms of specificity, linearity, recovery and precision criteria specified under SAN-
CO/3030/99 (rev.5, 22 March 2019).

Therefore, the lack of an analytical method for the determination of crystalline silica with a diameter <10
um should not be considered as a data gap

3.3.2 Analytical methods for residues
Methods are not required.

Noticed data gaps are:
« No data gap identified

Commodity/crop Supported/
Not supported
Not relevant
3.4 Mammalian toxicology (Part B, Section 6)
34.1 Acute toxicity

Oral, dermal and inhalation exposure to quartz sand in the formulation GORZKA KORA is negligible, no
risk to the operator, worker, resident and bystander has been identified.

Quartz sand is an inert material. It is considered poorly absorbed after oral exposure and thus not bioa-
vailable. Further, according to the intended uses of GORZKA KORA and application method
(glove/brush application), hand to mouth contact of quartz sand is considered negligible. As it is insoluble
in water and organic solvents it can be assumed that dermal absorption of quartz sand is negligible.
Quartz sand is immobilised in the paste and therefore it is concluded that exposure to quartz sand for the
formulation GORZKA KORA via inhalation route is considered negligible. Therefore, there is no need to
consider existing occupational exposure limits for the inhalation risk assessment.

Therefore, it is concluded that exposure to quartz sand for the formulation GORZKA KORA via oral,
dermal and inhalation route is considered negligible.

According to the EFSA Journal 2011;9(7):2300 Paintbrush and gloves application of quartz sand formulated
as a paste was not considered to be a source of significant exposure

34.2 Worker exposure

As gquartz sand in GORZKA KORA is immobilised in the paste it is unlikely that exposure to the aero-
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solic form can occur. Paintbrush and gloves application of quartz sand formulated as a paste is not con-
sidered to be a source of significant exposure. Furthermore dermal and inhalation absorption is assumed
to be negligible; therefore no systemic exposure of the active substance occurs and no possible risk for the
worker can be identified. A study to provide measurements of worker exposure is also not necessary and
was therefore not performed.

According to the EFSA Journal 2011;9(7):2300 Paintbrush and gloves application of quartz sand formulated
as a paste was not considered to be a source of significant exposure

3.4.3 Bystander and resident exposure

As quartz sand in GORZKA KORA is immobilised in the paste it is unlikely that exposure to the aero-
solic form can occur. Quartz sand is also not volatile. Paintbrush and gloves application of quartz sand
formulated as a paste is not considered to be a source of significant exposure. Furthermore dermal and
inhalation absorption is assumed to be negligible; therefore no systemic exposure of the active substance
occurs and no possible risk for the bystander and resident can be identified. A study to provide measure-
ments of bystander and resident exposure is also not necessary and was therefore not performed.
According to the EFSA Journal 2011;9(7):2300 Paintbrush and gloves application of quartz sand formulated
as a paste was not considered to be a source of significant exposure.

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

351 Residues

According to the EFSA Journal 2022;20(9):7552 a negligible exposure for the consumers to residues of
guartz sand is expected when the representative uses are considered, and a consumer dietary risk assess-
ment can be waived. No MRLs are proposed.

Due to the inert and insoluble properties of its constituents, quartz sand is not expected to degrade or to
form other metabolites relevant for the consumers when used in compliance with the representative uses.
Proposed uses are accepted.

35.2 Consumer exposure

Not required.

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

3.6.1 Predicted environmental concentrations in soil (PECsoir)

Not relevant for the environmental exposure assessment. Silicon dioxide naturally occurs in the environ-

ment. Taking into account application method (manually coating trees with gloves or brush) no entry of
the active substance into soil is expected. PECs calculation is not considered necessary.
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3.6.2 Predicted environmental concentrations in groundwater (PECgw)

Not relevant for the environmental exposure assessment. Silicon dioxide naturally occurs in the environ-
ment. Taking into account application method (manually coating trees with gloves or brush) no entry of
the active substance into ground water is expected. PECgw calculation is not considered necessary.

3.6.3 Predicted environmental concentrations in surface water (PECsw)

Not relevant for the environmental exposure assessment. Silicon dioxide naturally occurs in the environ-
ment. Taking into account application method (manually coating trees with gloves or brush) no entry of
the active substance into surface water is expected. PECsw calculation is not considered necessary.

3.6.4 Predicted environmental concentrations in air (PECair)

Not relevant for the environmental exposure assessment. Quartz sand is not a volatile compound so
PECair calculation is not considered necessary.

3.7 Ecotoxicology (Part B, Section 9)
3.7.1 Effects on terrestrial vertebrates
Birds

No toxicity data and risk assessment calculations for birds are deemed necessary and a calculation has not
been done upon inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review document
EFSA 2011).

As the treated plant material generally does not constitute an attractive food item for birds and as it is
likely that the product also has a slight repellent effect against birds, the risk for birds after application of
guartz sand and GORZKA KORA according to the GAP is considered to be low.

Quartz sand is a naturally occurring mineral mainly composed of silicon dioxide which is highly abundant
in the earth’s crust. Quartz is the main component of many rock types (granites, sandstones, etc), sands
and soils.

Terrestrial vertebrates (other than birds)

No risk assessment calculations for mammals are deemed necessary and a calculation has not been done
upon inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review document EFSA
2011).

As the treated plant material generally does not constitute an attractive food item for mammals and as it is
likely that the product also has a slight repellent effect against birds, the risk for mammals after applica-
tion of quartz sand and GORZKA KORA according to the GAP is considered to be low.

No risk assessment for effects on terrestrial vertebrates other than birds was carried since it was assessed

that exposure is negligible and there is no unacceptable risk to terrestrial vertebrates other than birds from
the proposed use.
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3.7.2 Effects on aquatic species

No risk assessment calculations for aquatic organisms are deemed necessary and a calculation has not
been done upon inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review docu-
ment EFSA 2011).

Only acute aquatic invertebrates — Daphnia magna and algae studies — Peudokirchneriella subcapitata
were available with GORZKA KORA formulation. However, all the available studies showed deficien-
cies (e.g. lack of analytical measurements) and, therefore, were only considered supportive. However,
considering the application method and the properties of quartz sand the low risk was concluded for all
aquatic organisms for all GORZKA KORA uses in GAP.

No PECsw calculations were performed. The active substance quartz sand does not pose environmental
harm. Application method by coating reduces exposure to surface water to negligible levels. The active
substance quartz sand does not pose environmental harm, no metabolites of harm are built.

3.7.3 Effects on bees

No risk assessment calculations for bees are deemed necessary and a calculation has not been done upon
inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review document EFSA 2011).

The effect on bees of GORZKA KORA has not been assessed as the product is non-toxic, will be ap-plied
during late autumn when game starts to damage seedlings and vegetation rest and the exposure to the
product is deemed of low significance. No studies are required where preparations containing active sub-
stances are intended for the exclusive use in situations where bees are not likely to be exposed.

The risk to bees is considered appropriate and no further consideration is required. The lead formulations

GORZKA KORA are used as a coating on trees (manually applied) and hence exposure of bees is consid-
ered to be low.

3.74 Effects on other arthropod species other than bees

No risk assessment calculations for arthropods other than bees are deemed necessary and a calculation has
not been done upon inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review doc-
ument EFSA 2011).

Due to the facts that the formulations are used as a coating on trees, which is not a large-area application,
and that quartz sand ubiquitously occurs in the environment, no testing is considered necessary.

The risk to arthropods other than bees is considered appropriate and no further consideration is required.

3.75 Effects on soil organisms

No risk assessment calculations for soil meso- and macrofauna as well as soil microorganisms are deemed
necessary and a calculation has not been done upon inclusion in Annex | (see DAR Quartz sand, Septem-
ber 2008 and Peer Review document EFSA 2011).

Due to the manual application of the formulations by coating trees with gloves or by brush no entry of the

active substance/formulation into soil is expected. Therefore exposure of soil organisms is considered to
be low.
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The risk to soil meso- and macrofauna (including earthworms) and soil microorganisms is considered
appropriate and no further consideration is required.

3.7.6 Effects on non-target terrestrial plants

No risk assessment calculations for non-target plants are deemed necessary and a calculation has not been
done upon inclusion in Annex | (see DAR Quartz sand, September 2008 and Peer Review document EF-
SA 2011).

Due to the facts that the formulations are used as coating on trees, which is not a large-area application,
and that quartz sand occurs ubiquitously in the environment, the risk to other non-target plants is con-
sidered to be low.

The risk to non-target plants is considered appropriate and no further consideration is required.

3.7.7 Effects on other terrestrial organisms (Flora and Fauna)

Not relevant.

3.8 Relevance of metabolites (Part B, Section 10)

Not relevant. There are no groundwater metabolites that could occur in groundwater at concentrations
above 0.1 pg/L so assessment of the relevance of groundwater metabolites is therefore not required
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4 Conclusion of the national comparative assessment (Art. 50 of

Regulation (EC) No 1107/2009)

Not relevant. Quartz sand is not CfS.

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

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

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

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

Sekcja pozostatosci, los i zachowanie w srodowisku oraz ekotoksykologii: brak uwag do obu etykiet.

Sekcja fizykochemii: w czesci dotyczacej przechowywania $rodka nalezy doda¢ zapis “jezeli temperatura
przechowywania $rodka byta bliska 0°C nalezy przenies¢ srodek do po-mieszczenia o wyzszej temperatu-
rze 1 odczeka¢ min. 4 godziny przed stosowaniem.”

Sekcja skutecznos¢: zaakceptowano wszystkie zapisy w etykiecie. Przy czym, zgryzanie przez zajace jest
akceptowane tylko warunkowo. Srodek charakteryzuje si¢ wysokim stopniem skutecznos$ci przeciwko
szkodnikom wymienionym w etykiecie. Jest to Srodek o dzialaniu odstraszajacym — strategia zarzadzania
odpornoscia, nastgpstwo — nie wymagane.

Etykieta srodka ochrony roslin GORZKA KORA

Posiadacz zezwolenia:

Przedsiebiorstwo Produkcyjno-Handlowe ADW Sp. z 0.0., ul. Zbozowa 2, 43-175 Wyry, tel: 32 218-71-85,
fax: 32 323-00-85, e-mail:sekretariat@adw.com.pl

GORZKA KORA
Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych
Zawarto$¢ substancji czynnej:
piasek kwarcowy (zwigzek z grupy tlenkdw nieorganicznych) - 251 g/kg (25,1%)
Zezwolenie MRiRW nrR - ........ z dnia ...

EUH 401 W celu unikniecia zagrozen dla zdrowia ludzi i Srodowiska, nalezy postepowac zgod-
nie z instrukcjg uzycia

P280 Stosowac rekawice ochronne/odziez ochronna.

OPIS DZIAtANIA

GORZKA KORA jest srodkiem o dziataniu odstraszajgcym w formie pasty do bezposredniego stosowania
przeznaczonym do ochrony sadzonek i drzewek w lesnictwie, drzew ozdobnych, drzewek bozonarodze-
niowych uprawianych na plantacjach, gruszy, sliwy, czeresni wisni, brzoskwini, moreli, leszczyny i orze-
cha witoskiego przed zgryzaniem i spatowaniem przez zwierzyne towng a takze w ochronie rosliny szkot-
karskich lesnych, odnowien, zalesien oraz plantacji nasiennych drzew lesnych, krzewéw ozdobnych, pi-
gwy pospolitej, agrestu, aronii, borowki wysokiej oraz winorosli przed zgryzaniem.

STOSOWANIE SRODKA
Srodek przeznaczony do stosowania przy uzyciu pedzla lub rekawicy.
ZAPOBIEGANIE ZGRYZANIU

Drzewa iglaste i lisciaste
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Zapobieganie zgryzaniu przez jeleniowate i zajgcowate.
Maksymalna dawka dla jednorazowego zastosowania: 5 kg/1000 sztuk 2-5 letnich drzewek.

Zalecana dawka dla jednorazowego zastosowania: 2 - 5 kg/1000 sztuk 2-5 letnich drzewek. Zalecana
dawka zalezy od wielkosci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Srodek stosowa¢ w okresie jesienno-zimowym (na sadzonki drzew liciastych
po opadnieciu liéci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

ZAPOBIEGANIE SPALOWANIU

Drzewa iglaste i lisciaste

Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 13 kg/1000 sztuk 2-5 letnich drzewek.

Zalecana dawka dla jednorazowego zastosowania: 10-13 kg/1000 sztuk 2-5 letnich drzewek. Zalecana
dawka zalezy od wielkosci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Srodek stosowa¢ w okresie jesienno-zimowym (na sadzonki drzew liciastych
po opadnieciu liéci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
STOSOWANIE SRODKA OCHRONY ROSLIN W UPRAWACH
| ZASTOSOWANIACH MALOOBSZAROWYCH

Odpowiedzialnosc za skutecznosc dziatania i fitotoksycznos¢ srodka ochrony roslin stosowanego w
uprawach matoobszarowych ponosi wytqgcznie jego uzytkownik

ZAPOBIEGANIE ZGRYZANIU

Rosliny szkotkarskie leSne, odnowienia, zalesienia oraz plantacje nasienne drzew lesnych, krzewy i
drzewa ozdobne, drzewka bozonarodzeniowe uprawiane na plantacjach

Zapobieganie zgryzaniu pedow wierzchotkowych siewek i sadzonek wraz z liscmi i pgczkami przez jele-
niowate, zajgcowate, wiewidrki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 5 kg/1000 sztuk 2-5 letnich drzewek / krzewow.

Zalecana dawka dla jednorazowego zastosowania: 2 - 5 kg/1000 sztuk 2-5 letnich drzewek / krzewdw.
Zalecana dawka zalezy od wielkosci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Srodek stosowaé w okresie jesienno-zimowym (na sadzonki drzew li$ciastych
po opadnieciu lisci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowa¢ w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Grusza, Sliwa, czeresnia, wisnia, brzoskwinia, morela, leszczyna, orzech wtoski, pigwa pospolita
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Zapobieganie zgryzaniu pedow wierzchotkowych siewek i sadzonek wraz z lis¢cmi i pgczkami przez jele-
niowate, zajgcowate, wiewidrki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 5 kg/1000 sztuk 2-5 letnich drzewek / krzewow.

Zalecana dawka dla jednorazowego zastosowania: 2 - 5 kg/1000 sztuk 2-5 letnich drzewek / krzewdw.
Zalecana dawka zalezy od wielko$ci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Srodek stosowaé w okresie jesienno-zimowym (na sadzonki drzew li$ciastych
po opadnieciu liéci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
Agrest, aronia, boréwka wysoka, winorosl

Zapobieganie zgryzaniu peddow wierzchotkowych siewek i sadzonek wraz z lisémi i pgczkami przez jele-
niowate, zajgcowate, wiewiorki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 5 kg/1000 sztuk 2-5 letnich drzewek / krzewow.

Zalecana dawka dla jednorazowego zastosowania: 2 - 5 kg/1000 sztuk 2-5 letnich drzewek / krzewdw.
Zalecana dawka zalezy od wielkosci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Srodek stosowa¢ w okresie jesienno-zimowym (na sadzonki drzew liciastych
po opadnieciu liéci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

ZAPOBIEGANIE SPALOWANIU

Drzewa ozdobne; drzewka bozonarodzeniowe uprawiane na plantacjach
Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 13 kg/1000 sztuk drzew.

Zalecana dawka dla jednorazowego zastosowania: 10 - 13 kg/1000 sztuk drzew. Zalecana dawka zalezy
od wielkosci i gatunku chronionych sadzonek i drzewek.

Termin stosowania $rodka: Termin stosowania $rodka: Srodek stosowaé w okresie jesienno-zimowym
(na sadzonki drzew lisciastych po opadnieciu lisci), kiedy zwierzyna towna zaczyna uszkadza¢ sadzonki.
Srodek stosowac w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Grusza, Sliwa, czeresnia, wisnia, brzoskwinia, morela, leszczyna, orzech wtoski.
Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 13 kg/1000 sztuk drzew.

Zalecana dawka dla jednorazowego zastosowania: 10 - 13 kg/1000 sztuk drzew. Zalecana dawka zalezy
od wielkosci i gatunku chronionych sadzonek i drzewek.
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Termin stosowania $rodka: Srodek stosowaé w okresie jesienno-zimowym (na sadzonki drzew li$ciastych
po opadnieciu liéci), kiedy zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperatu-
rze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
SPOSOB STOSOWANIA

Zapobieganie zgryzaniu: Przed zabiegiem srodek doktadnie wymiesza¢ az do uzyskania konsystencji pot-
ptynnej zawiesiny. Zaleca sie rowniez mieszanie w trakcie nanoszenia srodka.

Zabieg wykonac za pomocg pedzla lub reka zabezpieczong gumowa rekawica:

Na drzewa iglaste srodek nanosié na tegoroczny przyrost pedu drzew, na drzewa lisciaste srodek nanosié
na caty ped gtéwny, gdy jego grubosc nie przekracza 2 cm, a wysokosé 60-80 cm.

Zapobieganie spatowaniu: Przed zabiegiem srodek doktadnie wymieszac az do uzyskania konsystencji
potptynnej zawiesiny. Zaleca sie rowniez mieszanie w trakcie nanoszenia srodka.

Zabieg wykonac za pomocg pedzla lub rekg zabezpieczong gumowg rekawica.
Srodek nanosi¢ na pnie drzew.

Srodek charakteryzuje sie wysokim stopniem skutecznoséci przeciwko szkodnikom wymienionym w ety-
kiecie.

SRODKI OSTROZNOSCI, OKRESY KARENCJI | SZCZEGOLNE WRAUNKI STOSOWANIA

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

Srodek stosowa¢ w dni bezdeszczowe, w temperaturze nie nizszej niz 0°C.

Po wyschnieciu srodek utrzymuje sie na pedach do 7 miesiecy.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ OSOB POSTRON-
NYCH

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

Stosowac rekawice ochronne oraz odziez roboczg w trakcie wykonywania zabiegu.
Stosowac rekawice ochronne oraz odziez roboczg w trakcie wykonywania zabiegu.
Wypraé zanieczyszczong odziez przed ponownym uzyciem.

Okres od zastosowania srodka do dnia, w ktérym na obszar, na ktérym zastosowano Srodek mogg wejs¢
ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):

Nie wchodzi¢ do czasu wyschniecia Srodka na powierzchni roslin.

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO
Nie zanieczyszcza¢ wéd srodkiem ochrony roslin lub jego opakowaniem.

Nie my¢ aparatury w poblizu wéd powierzchniowych.

Unikaé zanieczyszczania wéd poprzez rowy odwadniajgce z gospodarstw i drog.
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WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY ROSLIN | OPAKOWA-
NIA

Chronic¢ przed dzieémi.
Srodek ochrony roélin przechowywac:

e w miejscach lub obiektach, w ktdrych zastosowano odpowiednie rozwigzania zabezpieczajace
przed skazeniem srodowiska oraz dostepem osdb trzecich,

e w oryginalnych opakowaniach, w sposdb uniemozliwiajgcy kontakt z zywnoscig, napojami lub
pasza,

e w temperaturze 0°C —30°C; jezeli temperatura przechowywania Srodka byta bliska 0°C nalezy
przenies¢ srodek do pomieszczenia o wyzszej temperaturze i odczekac min. 4 godziny przed sto-
sowaniem.

Zabrania sie wykorzystywania opréznionych opakowan po srodkach ochrony roslin do innych celow.

Niewykorzystany srodek przekazaé do podmiotu uprawnionego do odbierania odpadéw niebezpiecz-
nych.

Oprdznione opakowania po srodku zaleca sie zwrdci¢ do sprzedawcy srodkéw ochrony roslin lub mozna
je potraktowac jako odpady komunalne. W razie watpliwosci dotyczacych postepowania z opakowania-
mi poradz sie sprzedawcy srodkéw ochrony roslin.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

W razie koniecznosci zasiegniecia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.
W przypadku kontaktu ze skérg umy¢ duzg iloscig wody/mydtem.

W przypadku wystgpienia podraznienia skory lub wysypki: Zasiegna¢ porady/zgtosi¢ sie pod opieke leka-
rza.

Okres waznosci - 2 lata
Data produkcji -
Zawartosé netto -

Nr partii -
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Sekcja skutecznosc: zaakceptowano wszystkie zapisy w etykiecie. Przy czym, zgryzanie przez zajace jest
akceptowane tylko warunkowo. Srodek charakteryzuje sie wysokim stopniem skutecznosci przeciwko
szkodnikom wymienionym w etykiecie. Jest to Srodek o dziataniu odstraszajgcym — strategia zarzadza-
nia odpornoscig, nastepstwo — nie wymagane.

Sekcja fizykochemii: w czesci dotyczacej przechowywania srodka nalezy dodac zapis “jezeli temperatu-
ra przechowywania Srodka byta bliska 0°C nalezy przenies¢ srodek do po-mieszczenia o wyzszej tempe-
raturze i odczekaé min. 4 godziny przed stosowaniem.”

Sekcja ekotoksykologii: brak uwag do etykiety.

Etykieta srodka ochrony roslin GORZKA KORA
Posiadacz zezwolenia:

Przedsigbiorstwo Produkcyjno-Handlowe ADW Sp. z 0.0., ul. Zbozowa 2, 43-175 Wyry, tel: 32 218-71-
85, fax: 32 323-00-85, e-mail:sekretariat@adw.com.pl

GORZKA KORA

Srodek przeznaczony do stosowania przez uzytkownikéw nieprofesjonalnych

Zawarto$¢ substancji czynne;j:
piasek kwarcowy (zwiazek z grupy tlenkow nieorganicznych) - 251 g/kg (25,1%).

Zezwolenie MRIRW nr xxxx z dnia xxx

EUH 401 W celu uniknigcia zagrozen dla zdrowia ludzi i Srodowiska, nalezy postepowac zgod-
nie z instrukcja uzycia
P280 Stosowac¢ rekawice ochronne/ odziez robocza.

OPIS DZIAtANIA

GORZKA KORA jest srodkiem o dziataniu odstraszajgcym w formie pasty do bezposredniego stosowania
przeznaczonym do ochrony sadzonek i drzewek w lesnictwie, drzew ozdobnych, gruszy, sliwy, czeresni
wisni, brzoskwini, moreli, leszczyny i orzecha wtoskiego przed zgryzaniem i spatowaniem przez zwierzyne
towng a takze w ochronie krzewéw ozdobnych, pigwy pospolitej, agrestu, aronii, borowki wysokiej oraz
winorosli przed zgryzaniem.

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu pedzla lub rekawicy.
ZAPOBIEGANIE ZGRYZANIU

Drzewa iglaste i lisciaste

Zapobieganie zgryzaniu przez jeleniowate i zajgcowate.
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Maksymalna dawka dla jednorazowego zastosowania: 0,05 kg/10 sztuk 2-5 letnich drzewek.
Zalecana dawka dla jednorazowego zastosowania: 0,02 — 0,05 kg/10 sztuk 2-5 letnich drzewek.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lisci), kiedy
zwierzyna fowna zaczyna uszkadzaé sadzonki. Srodek stosowa¢ w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

ZAPOBIEGANIE SPALOWANIU

Drzewa iglaste i lisciaste

Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 0,13 kg/10 sztuk 2-5 letnich drzewek.
Zalecana dawka dla jednorazowego zastosowania: 0,10 — 0,13 kg/10 sztuk 2-5 letnich drzewek.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lici), kiedy
zwierzyna fowna zaczyna uszkadzaé sadzonki. Srodek stosowaé w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

STOSOWANIE SRODKA OCHRONY ROSLIN W UPRAWACH | ZASTOSOWANIACH MAtOOBSZAROWYCH

Odpowiedzialnosc za skutecznosc dziatania i fitotoksycznos¢ srodka ochrony roslin stosowanego w
uprawach mafoobszarowych ponosi wytgcznie jego uzytkownik

ZAPOBIEGANIE ZGRYZANIU
Krzewy i drzewa ozdobne

Zapobieganie zgryzaniu pedow wierzchotkowych siewek i sadzonek wraz z lisécmi i pgczkami przez jele-
niowate, zajgcowate, wiewiorki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.
Zalecana dawka dla jednorazowego zastosowania: 0,02-0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lisci), kiedy
zwierzyna fowna zaczyna uszkadzac¢ sadzonki. Srodek stosowaé w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
Grusza, Sliwa, czeres$nia, wisnia, brzoskwinia, morela, leszczyna, orzech wtoski, pigwa pospolita

Zapobieganie zgryzaniu pedow wierzchotkowych siewek i sadzonek wraz z liscmi i pgczkami przez jele-
niowate, zajgcowate, wiewiorki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.
Zalecana dawka dla jednorazowego zastosowania: 0,02-0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lici), kiedy
zwierzyna fowna zaczyna uszkadzac¢ sadzonki. Srodek stosowaé w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
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Agrest, aronia, boréwka wysoka, winorosl

Zapobieganie zgryzaniu peddw wierzchotkowych siewek i sadzonek wraz z lisémi i pgczkami przez jele-
niowate, zajgcowate, wiewidrki pospolite i bobry.

Maksymalna dawka dla jednorazowego zastosowania: 0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.
Zalecana dawka dla jednorazowego zastosowania: 0,02-0,05 kg/10 sztuk 2-5 letnich drzewek/krzewdw.

Srodek stosowaé w okresie jesienno-zimowym (na sadzonki drzew lidciastych po opadnieciu lici), kiedy
zwierzyna fowna zaczyna uszkadzaé sadzonki. Srodek stosowa¢ w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

ZAPOBIEGANIE SPALOWANIU

Drzewa ozdobne

Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 0,13 kg/10 sztuk drzew.
Zalecana dawka dla jednorazowego zastosowania: 0,10-0,13 kg/10 sztuk drzew.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lici), kiedy
zwierzyna fowna zaczyna uszkadzaé sadzonki. Srodek stosowaé w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Grusza, $liwa, czeresnia, wisnia, brzoskwinia, morela, leszczyna, orzech wtoski
Zapobieganie spatowaniu kory z drzew przez jeleniowate.

Maksymalna dawka dla jednorazowego zastosowania: 0,13 kg/10 sztuk drzew.
Zalecana dawka dla jednorazowego zastosowania: 0,10-0,13 kg/10 sztuk drzew.

Srodek stosowac w okresie jesienno-zimowym (na sadzonki drzew lisciastych po opadnieciu lisci), kiedy
zwierzyna fowna zaczyna uszkadza¢ sadzonki. Srodek stosowaé w temperaturze powyzej 0°C.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
SPOSOB STOSOWANIA

Zapobieganie zgryzaniu: Przed zabiegiem srodek doktadnie wymieszac az do uzyskania konsystencji pot-
ptynnej zawiesiny. Zaleca sie rowniez mieszanie w trakcie nanoszenia srodka.

Zabieg wykonac za pomocg pedzla lub reka zabezpieczong gumowg rekawica:

Na drzewa iglaste Srodek nanosi¢ na tegoroczny przyrost pedu drzew, na drzewa lisciaste srodek nanosic¢
na caty ped gtéwny, gdy jego grubosc nie przekracza 2 cm, a wysokosé 60-80 cm.

Zapobieganie spatowaniu: Przed zabiegiem $rodek doktadnie wymieszaé az do uzyskania konsystencji
potptynnej zawiesiny. Zaleca sie rowniez mieszanie w trakcie nanoszenia srodka.

Zabieg wykonac za pomocg pedzla lub reka zabezpieczong gumowg rekawica.
Srodek nanosi¢ na pnie drzew.

SRODKI OSTROZNOSCI, OKRESY KARENCJI | SZCZEGOLNE WRAUNKI STOSOWANIA
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Okres od ostatniego zastosowania $rodka do dnia zbioru rosliny uprawnej (okres karenciji):
Nie dotyczy.

Srodek stosowa¢ w dni bezdeszczowe, w temperaturze nie nizszej niz 0°C.

Po wyschnieciu srodek utrzymuje sie na pedach do 7 miesiecy.

Srodek charakteryzuje sie wysokim stopniem skutecznosci przeciwko szkodnikom wymienionym w ety-
kiecie.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ OSOB POSTRON-
NYCH

Nie jes¢, nie pic ani nie pali¢ podczas uzywania produktu.
Stosowac rekawice ochronne (nitrylowe) i odziez robocza.
Wypra¢ zanieczyszczong odziez przed ponownym uzyciem.

Okres od zastosowania srodka do dnia, w ktérym na obszar, na ktérym zastosowano srodek mogg wejsc¢
ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):

Nie wchodzi¢ do czasu wyschniecia Srodka na powierzchni roslin.

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO
Nie zanieczyszczaé wod srodkiem ochrony roslin lub jego opakowaniem.

Nie my¢ aparatury w poblizu wéd powierzchniowych.

Unikaé zanieczyszczania wéd poprzez rowy odwadniajgce z gospodarstw i drog.

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY ROSLIN | OPAKOWA-
NIA

Chronic¢ przed dzie¢mi.
Srodek ochrony roélin przechowywac:

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

e w oryginalnych opakowaniach, w sposéb uniemozliwiajgcy kontakt z zywnoscig, napojami lub
pasza,

e wtemperaturze 0°C —30°C; jezeli temperatura przechowywania srodka byta bliska 0°C nalezy
przenies¢ srodek do pomieszczenia o wyzszej temperaturze i odczekaé min. 4 godziny przed sto-
sowaniem.

Zabrania sie wykorzystywania opréznionych opakowan po srodkach ochrony roslin do innych celéw.
Niewykorzystany srodek przekazaé¢ do podmiotu uprawnionego do odbierania odpadéw niebezpiecz-
nych.

Oprdznione opakowania po srodku zaleca sie zwrdcic¢ do sprzedawcy srodkdw ochrony roslin lub mozna
je potraktowac jako odpady komunalne. W razie watpliwosci dotyczacych postepowania z opakowania-
mi poradz sie sprzedawcy srodkow ochrony roslin.
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PIERWSZA POMOC

Antidotum: brak, stosowa¢ leczenie objawowe.

W razie koniecznoSci zasiegniecia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.
W przypadku kontaktu ze skéorg umyé duzg iloscig wody/mydtem.

W przypadku wystgpienia podraznienia skory lub wysypki: Zasiegna¢ porady/zgtosié¢ sie pod opieke leka-
rza.

Okres waznosci - 2 lata
Data produkcji -
Zawartosé netto -

Nr partii -
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Appendix 3  Letter of Access

Not relevant. No Letter of Access submitted.
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Appendix 4  Lists of data considered for national authorization

Tables considered not relevant can be deleted as appropriate.

MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 2.1 Giorgi S., 2022 | Determination of the Physical-Chemical Properties of the GK-4 N Y Data/study report never submitted ADW Sp. z
KCP2.3.1 Product before to Poland. 0.0.*
KCP2.3.3 (batch: 01 10 09 2021) Before and After Accelerated Storage for
KCP 2.4.2 14 Days at
KCP 2.6.1 5442 °C and Cold Storage for 7 Days at 0+2 °C
KCP 2.7.1 Company Report No 21326-02C
KCP 2.7.3 Renolab S.r.1.
KCP 2.7.4 GLP
KCP 2.85.1.2 Unpublished
KCP2.11
KCP 5.1.1/01 Giorgi S. 2022 Determination of the Active Ingredient Content in GK-4 (Batch: N Y Data/study report never submitted ADW Sp. z
01 10 09 2021) Product, Including Validation of an Analytical before to Poland. 0.0.*
Method and Emission of an Analytical Certificate
Study code: 21326-01C
Renolab S.r.1.
GLP
Unpublished
KCP 2.2.1/02 | Domagata J. 2021 Title Daphnia acute immobilization test according to N Y Data/study report never submitted ADW Sp. z
guideline OECD 202 before to Poland. 0.0.*
Company Report No 0068/0002/E
Source SORBOLAB Research Laboratory LCC
GLP
Unpublished
KCP 2.2.1/03 | Domagata J. 2021 | Title Freshwater algae (Pseudokirchneriella subcapitata) N Y Data/study report never submitted ADW Sp. z
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

growth inhibition test according to guideline OECD 201
Company Report No

Source SORBOLAB Research Laboratory LCC

GLP

Unpublished

before to Poland.

0.0.*

KCP 6.2/01

dr hab. Zbigniew
Borowski, prof.
IBL

2021

Study of efficacy of Gorzka kora

against peeling of bark damage in forest, Czarna
Biatostocka, Poland 2021

Company Report No.: 145283-1

Source: Instytut Badawczy Lesnictwa

GLP

Unpublished

Data/study report never submitted
before to Poland.

ADW Sp. z
0.0.*

KCP 6.2/02

dr hab. Zbigniew
Borowski, prof.
IBL

2021

Study of efficacy of Gorzka kora

against peeling of bark damage in forest, Kobioér, Poland
2021

Company Report No.: 145283-2

Source: Instytut Badawczy Le$nictwa

GLP

Unpublished

Data/study report never submitted
before to Poland.

ADW Sp. z
0.0.*

KCP 6.2/03

dr hab. Zbigniew
Borowski, prof.
IBL

2021

Study of efficacy of Gorzka kora

against peeling of bark damage in forest, Ztoty Potok, Po-
land 2021

Company Report No.: 145283-3

Source: Instytut Badawczy Lesnictwa

GLP

Unpublished

Data/study report never submitted
before to Poland.

ADW Sp. z
0.0.*

KCP 6.2/04

dr hab. Zbigniew
Borowski, prof.
IBL

2021

Study of efficacy of Gorzka kora

against peeling of browsing damage in forest, Czarna
Biatostocka, Poland 2021

Company Report No.: 145283-4

Source: Instytut Badawczy Le$nictwa

GLP

Unpublished

Data/study report never submitted
before to Poland.

ADW Sp. z
0.0.*

KCP 6.2/05

dr hab. Zbigniew

2021

Study of efficacy of Gorzka kora

Data/study report never submitted

ADW Sp. z
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

Borowski, prof.
IBL

against peeling of browsing damage in forest, Kobidr, Po-
land 2021

Company Report No.: 145283-5

Source: Instytut Badawczy Le$nictwa

GLP

Unpublished

before to Poland.

0.0.*

KCP 6.2/06

dr hab. Zbigniew
Borowski, prof.
IBL

2021

Study of efficacy of Gorzka kora

against peeling of browsing damage in forest, Ztoty Potok,
Poland 2021

Company Report No.: 145283-6

Source: Instytut Badawczy Lesnictwa

GLP

Unpublished

Data/study report never submitted
before to Poland.

ADW Sp. z
0.0.*

ADW Sp. z 0.0.* - Przedsigbiorstwo Produkcyjno-Handlowe ADW Sp. z 0.0.

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

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study
Y/N

Data
protection
claimed
Y/N

Justification if data protection is

claimed

Owner

KCP XX

Author

YYYY

Title

Company Report No

Source

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

Y/N

Y/N

Data/study report never submitted

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

before to <insert MS>

thorization>

Owner

The following tables are to be completed by MS
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List of data submitted by the applicant and not relied on

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

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

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