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PART A

RISK MANAGEMENT
1 Details of the application

This document describes the acceptable use conditions and the specific conditions of use and labelling
required for the re-authorization of the plant protection product Cervacol Extra PA (XNJ25 251 g/kg) in
Poland.

Cervacol Extra PA is paste formulation containing the existing EU active substances quartz sand at 251
g/kg for use as a game repellent in forestry.

Cervacol Extra PA was the representative formulation reviewed during the active substance renewal of
low-risk active substance quartz sand. Further, the formulated product has previously been evaluated in
any EU countries according to the Uniform Principles. Poland is the zZRMS for the evaluation of the core
assessment. There cMS are Austria, Czech Republic, Germany, Hungary, Romania and Slovakia.

The risk assessment conclusions on Cervacol Extra PA are based on the information, data, and
assessments provided in Cervacol Extra PA Registration Report, Part B, Sections 1-10 and Part C, and
national addenda when appropriate.

1.1 Application background

The application is prepared for the re-authorization of Cervacol Extra PA in Poland according to Article
43 of Regulation (EC) No 1107/2009. Cervacol Extra PA is a paste formulation containing 251 g/kg of
low-risk active substance quartz sand. Quartz sand is the given name for the low-risk active substance; it
consists largely of the mineral quartz, the major constituent of which is silicon dioxide (IUPAC).

The low-risk active substance quartz sand was re-evaluated in the EU as per Commission Implementing
Regulation (EU) No 844/2012, as amended by Commission Implementing Regulation (EU) No
2018/1659. The renewal report was issued in June 2023. The approval renewal of quartz sand was
published in the Commission Implementing Regulation (EU) 2023/1488, with entry into force set at
01 September 2023.

This application follows the data requirements for the active substances laid down in Regulation (EC) No.
544/2011 and the data requirements for the plant protection product laid down in Regulation (EC) No.
284/2013.

The intended uses in Germany are summarised in section 2.6.
1.2 Letters of Access

All studies relied upon and referred to are owned or co-owned by FMC Corporation (= Cheminova
Deutschland GmbH & co. KG (former Stéhler Deutschland GmbH & Co. KG)). Evidence of ownership
may be presented upon request.

1.3 Data protection claims

Claims for the protection of active substance and plant protection product data supporting the application
for re-authorisation of Cervacol Extra PA will be claimed according to Articles 33.4, 59, and, where
applicable, 80.2 of Regulation EC No. 1107/2009.

Task force member Cheminova Deutschland GmbH & Co. KG hereby requests data protection for all
information listed in Appendix 1, Part B of each dossier section where data protection claims are made,
on the basis that this information is regarded as proprietary. This request takes into account the provision
claimed in accordance with Article 59 of Regulation (EC) No. 1107/2009 as provided for in the list of
references in Appendix 4. Furthermore, task force member Cheminova Deutschland GmbH & Co. KG
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requests data confidentiality for all information included in Part C of this dRR application.

2 Details of the authorization decision
2.1 Product identity

Product code ASU 98890P; XNJ25 251 g/kg
Product name in MS PL: Cervacol Extra PA
Authorization number R-85/2014

Function Repellent

Applicant Cheminova Deutschland GmbH & Co. KG
Active substance(s) Quartz sand; 251 g/kg

(incl. content)

Formulation type Paste [PA]

Packaging 1 kg Polyethylene (PE) buckets

Shape/size: @100 mm x 152 mm
Closure: PE (@ 109.9 mm)
Packaging also for non-professional use

3 x 5 kg knead bag in 15 kg Polyproylene (PP) bucket
Knead bags: PE-folisbag, weld 390 x 215 mm
Shape/size: @ 26.5cm x 25.5 cm

Closure: PP (@ 26.6 mm)

Coformulants of concern for Not applicable
national authorizations

Restrictions related to identiy Not applicable

Mandatory tank mixtures Not applicable

Recommended tank mixtures Not applicable

2.2 Conclusion

Residues: The evaluation of the application for XNJ25 251 g/kg resulted in the decision to grant the
authorization.

Ecotoxicology: In conclusion of the evaluation of the risk for aquatic organisms the authorization in
Deciduous and coniferous trees in forestry can be granted according to critical GAP.
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23 Substances of concern for national monitoring

Not applicable

24 Classification and labelling

2.4.1 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: None

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: None

Signal word: None

Hazard statement(s): None

Precautionary statement(s): None

Additional labelling phrases: Zawiera 1,2-benzoizotiazol-3(2H)-on. Moze powodowac¢ wystapienie reakcji
alergiczne;j.
[EUH208]

Karta charakterystyki dostgpna na zadanie.
[EUH210]

W celu uniknigcia zagrozen dla zdrowia ludzi i sSrodowiska, nalezy postgpowaé
zgodnie z instrukcja uzycia
[EUH401]

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:

EUH 208 Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic reaction.

EUH210 Safety data sheet available on request

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

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

SP 1 Do not contaminate water with the product or its container (Do not clean application
equipment near surface water/Avoid contamination via drains from farmyards and roads).

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

None
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2.5 Risk management

2.5.1 Restrictions linked to the PPP

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

Operator protection:

P280 Stosowac rekawice ochronne (Wear protective gloves).

According to EFSA conclusion (EFSA Journal 2022;20(9):7552): Paintbrush and gloves
application of quartz sand formulated as a paste was not considered to be a source of
significant exposure.

Worker protection:

respective code if national PPE requirements
available

Integrated pest management (IPM)/sustainable use:

n.a.

Environmental protection

n.a.

Other specific restrictions

n.a.

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

Integrated pest management (IPM)/sustainable use:

NB663 e.g. The product is classified as non-hazardous to bees, even when the maximum
application rate, or concentration if no application rate is stipulated, as stated for
authorization is applied.

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.

n.a. 1 from GAP table in
2.6

Environmental protection: Relevant for use no.

n.a. 1 from GAP table in
2.6
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2.6 Intended uses (only NATIONAL GAP)
GAP rev. 1, date: September 2023
PPP (product Cervacol Extra / ASU 98890P Formulation type: PA &b
name/code):
Active substance 1: Quartz sand Conc. of as 1: 251 g/kg ©
Active substance 2: n.a. Conc. of as 2: -©
Active substance....: n.a. Conc. of as ....: -©
Safener: n.a. Conc. of safener: -©
Synergist: n.a. Conc. of synergist: - ©
Applicant: FMC Corporation Professional use: X
Zone(s): CEU, NEU @ Non professional ]
use:
Verified by MS: yes
Field of use: repellent
1 2 3 4 5 6 7 8 10 11 12 13 14
Use- | Member | Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled — — (days)
Fpn ]\K/['et(}ilod/ Tlmmgé GrowgtLh Max. number I]:/[m. interval i(lg or L product/ | g or kg as’ha EV/Eter e.g. g safener/synergist
(crop destination/ |G, (additionally: n stage of crop a) per use etween a a per ha
purpose of crop) Gn, |developmental stages of season b) per crop/ | applications |a) max. rate per |a) max. rate per ‘ ®
Gpn | the pest or pest group) season (days) appl. appl. min/ max
or b) max. total b) max. total
1 rate per rate per
crop/season crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL Deciduous F Deer (CAPRCA) and red | Coating of a)l a)n.a. a) 2-5kg/1000 |a) 502 — 1255 n.a Not 2-5 kg/1000 plants
(3FOBC) and deer (CERVEL) undiluted b) 1 b) n.a. plants g/1000 plants relevant
coniferous trees product b) n.a. b) n.a.
(BFOCC) in forestry preferably
with
gloves
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2 PL Coniferous trees in | F Deer and red deer Coating of | - a)l a)n.a. a) 10-14 a)2510-3514g |[n.a Not 10-14 kg/1000 plants
forestry 5-10 years b) 1 b) n.a. kg/1000 plants | a.s./1000 plants relevant
trees with b) 10-14 b)2510-3514 g
undiluted kg/1000 plants | a.s./1000 plants
product
preferably
with
gloves
Remarks (a)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(¢) gkgorg/l (f)  No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10 For specific uses other specifications might be possible, e.g.: g/m® in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.
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3 Background of authorization decision and risk management

3.1 Physical and chemical properties (Part B, Section 2)

Cervacol Extra PA is a pastel turquoise, viscous paste with an alcoholic odour, a pH of 9.66 and a flash
point of 53 °C a. It is not explosive, oxidizing, or flammable. Its stability allows storage under practical
and normal commercial conditions. Cervacol Extra PA and its commercial container materials have been
shown to be stable for at least 2 years at ambient temperature. No unacceptable risks due to Cervacol
Extra PA’s technical properties are expected when used as recommended.

EFSA 2022 identified a data gap to provide data on the active substance content as well as the relevant
impurity content in the formulation ‘Cervacol Extra PA’ before and after accelerated storage and before
and after shelf-life at ambient temperature. New studies have been submitted with this dossier
accordingly.

3.2 Efficacy (Part B, Section 3)

Cervacol Extra PA has proved to be very effective and displayed good to very strong repellent effects on
average. Due to the combination of different modes of action in the formulation an adaptation to these
deterrent effects of the game is quite unlikely.

Cervacol Extra PA has confirmed to be very crop tolerant in forest trees.
The product has not any negative impact on wood harvest or wood quality or any processing of timber.

A negative impact on non-target organisms or beneficials was never observed in the efficacy trials or
reported from the practical use of the registered product within the last 20 years.

33 Efficacy data

Between the years 1999 and 2011, 21 GEP trials were set up in Germany (6), Poland (12) and Latvia (3)
to confirm efficacy of Cervacol Extra PA against gnawing by roe and deer in forest trees.

In 6 trials conducted in Germany (Maritime EPPO climatic zone), 3 kg Cervacol Extra PA per 1000 trees
achieved good efficacy (79.9 %) superior to that of the registered reference product (62.0 %).

In 12 supporting trials conducted in Poland (North-East EPPO climatic zone), 2 kg Cervacol Extra PA per
1000 trees achieved sufficient efficacy (43.1 %), very similar to the registered reference products (43.0
%). In the same trials, 5 kg Cervacol Extra PA per 1000 trees achieved clearly superior efficacy (72.5 %).

In 3 additional supporting trials conducted in Latvia, 2 kg Cervacol Extra PA per 1000 trees achieved
20.9 % efficacy under harsh winter conditions that was still comparable to the reference product (25.3 %).
In one of these trials, an additional application of 3 kg Cervacol Extra PA achieved solid efficacy (31.9
%) under extreme deer pressure (> 50 % gnawing damage in the untreated) that was superior to the
reference product (20.7 %).

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

Cervacol Extra PA contains as active ingredient Quartz sand. The product has been a well-known and
highly effective game repellent for preventing of gnawing caused by roe, deer and elk in coniferous and
deciduous trees for many years. Cervacol Extra PA is based on a grainy substance and is formulated as
aqueous paste.

The repellent activity of Cervacol Extra PA is a combination of different effects such as
. optically by the light blue colour

. taste (unusual taste by the grainy substance)

. effects by the sense of touch acting the grainy layer.
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The light blue colour of treated plants represents for roe und red deer an atypical colour in their normal
pattern of feed selection. The sandy substance firstly leads to a repellent effect by taste; secondly it causes
an abnormal feeling to teeth of roe and red deer. Due to the combination of different repellent effects an
adaption of the game to these deterrent effects is very unlikely.

It is a good practice in forest management to use different repellents over the years during the protection
period to avoid any adaption to certain products.

Cervacol Extra PA is proved to be very effective over a period of more than 20 years in Germany and
other countries.

Nevertheless we recommend as a measure of responsible care to alternate the application of Cervacol
Extra PA with other products to avoid any habituation of the animals to the product.

Cervacol Extra contains as the active ingredient quartz sand. Resistance to the active substance is unlikely
to occur. However, the ZRMS agrees with the Applicant to alternate the application of Cervacol Extra
with other products to avoid any habituation of the animals to the product.

3.3.2 Adverse effects on treated crops

Cervacol Extra PA has been used in forestry for more than 20 years. So far, no phytotoxicity has been
reported. Based on the facts we can conclude that Cervacol Extra PA shows a very high crop safety and
that there is no negative impact on plants or parts of plants used for propagation purposes.

3.3.3 Observations on other undesirable or unintended side-effects

There were no unintended side-effects observed during all the years when applying Cervacol Extra PA to
trees in forestry.

The Applicant has not submitted any new data about preliminary range-finding tests, minimum effective
dose nor efficacy tests, adverse effects on treated crops. Although no GAP changes have been applied for.

According to the Guidance document on the Renewal of authorizations, Art.43 of Regulation (EC) No
1107/2009 (SANCO/2010/13170 rev. 14, 7 October 2016), no significant changes compared to previous
authorizations should be applied for.

3.4 Methods of analysis (Part B, Section 5)
34.1 Analytical method for the formulation

The Product Cervacol Extra PA was the representative formulation considered during the EU evaluation.
Therefore, EU evaluated methods of analysis are available for the determination of the active substance in
the technical material and in the representative formulations. New studies have been submitted in this
dossier in order to adress the data gaps identified by EFSA (2022).

Quartz sand is one of the most common forms of naturally occurring crystalline silica (or silicon dioxide
Si02). Silica occurs either in a crystalline or non-crystalline (amorphous) form. Regarding impurities,
crystalline silica with particle size < 10 um has been identified as a toxicologically relevant impurity with
a maximum acceptable level of 1 g/kg (EFSA 2022, Section 1). There is sufficient evidence of
carcinogenicity via inhalation for respirable crystalline silica dust. There methods and its validations of
active ingredient (Silicon dioxide) and its impurity (crystalline silica <10um) has been submitted.

The new method for assay of active ingredient (Silicon dioxide) and its impurity (crystalline silica
<10pm) in Cervacol Extra PA is based on analysis by a spectrophotometric method.

The method for determination of silicon dioxide in Cervacol Extra PA was validated for specificity,
linearity, repeatability and accuracy, in compliance with SANCO/3030/99 rev.5 (22/03/19). The
analytical method developed for the determination of Crystalline silica <10um in Cervacol Extra PA was
validated with respect to specificity, linearity of detector response, precision and accuracy. Square
correlation coefficient (r*) and modified Horwitz values (%RSD) fulfilled the requirements of
SANCO/3030/99 rev. 5.
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There are no formulating ingredients in Cervacol Extra PA of toxicological or ecotoxicological concern
that justify the need for the submission and disclosure of enforcement methods.

3.4.2 Analytical methods for residues

Quartz sand is a naturally occurring mineral. It is insoluble in water and it will also not degrade in the
environment. The intended use of “Cervacol Extra PA” is in forestry to prevent damage to young trees
caused by game gnawing, when applied on the plants surfaces. Therefore, analytical methods for the
determination of residues in food and feed of plant origin, in food of animal origin, body fluids and
tissues and in environmental compartments are not required due to the fact that no residue definitions are
proposed according to EFSA Conclusion 2022.

3.5 Mammalian toxicology (Part B, Section 6)

Silica occurs in either a crystalline or non-crystalline (amorphous) form. Quartz sand is one of the most
common forms of naturally occurring crystalline silica. The risk assessment has been based on published
information on different types of silica including risk assessment performed by other institutions for
purposes other than the pesticide use. The original studies were not available to the RMS for their own
evaluation and also no suitable data are available to establish NOAELs. The limited database indicated
that quartz sand may be of low concern by the oral and dermal route of administration; however this
could not be confirmed. Considering the inhalation route, during the commenting phase it was raised that
for hazard assessment the maximum content of particles with diameter below 50 um in quartz sand should
not exceed 0.1 % due to the association between exposure to respirable silica dust (i.e. particles with
diameter lower than 10 um) and silicosis and increased probability of developing lung cancer (see also
section 1). However, during the expert meeting it was agreed that inhalation exposure can be considered
negligible and therefore this route of exposure is of low concern for quartz sand considering the type of
application and the nature of the formulation (i.e. ready to use paste).

EFSA 2022 concluded, that the uncertainties from the limited database did not affect the risk assessment,
as the paintbrush and gloves application of a paste was not considered to be a source of significant
exposure based on the unlikely dermal absorption of quartz sand and the negligible inhalation exposure.
Considering the representative uses it was agreed that there is no need to set an Acceptable Operator
Exposure Level (AOEL), or an Acceptable Daily Intake (ADI) or an Acute Reference Dose (ARD).

3.5.1 Acute toxicity

Cervacol Extra PA is not systemically toxic after administration by oral, dermal or inhalation routes. It is
slightly irritating to skin and is considered to be also slightly irritating to eyes.

3.5.2 Operator exposure

The calculation of the OPEX was not relevant for Cervacol Extra PA.

3.5.3 Worker exposure

The calculation was considered to be not relevant for Cervacol Extra PA.
3.54 Bystander and resident exposure

The calculation was considered to be not relevant for Cervacol Extra PA.
3.6 Residues and consumer exposure (Part B, Section 7)

EFSA 2022: Quartz sand has been notified as a game repellent for the uses on deciduous and coniferous
trees in forestry, fruit trees in orchards as well as on ornamental shrubs and trees by coating manually
with special brush or glove or by painting with brush the trunk of the individual trees. Since coating of
trees is the only use of quartz sand, no crops are treated directly and therefore no residues on food and/or
feed may occur.

Based on these representative uses, a negligible exposure for the consumers to residues of quartz sand is
expected and a consumer dietary risk assessment can be waived. No MRLs are therefore proposed for the
representative uses.
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There is no residue definition for Quartz sand residues available, chronic and the short-term intakes of
Quartz sand are unlikely to present a public health concern.

Consumer exposure assessment through drinking water resulting from groundwater metabolite(s)
according to SANCO/221/2000 rev.10 Final (25/02/2003) is not required.

3.6.1 Residues

Not applicable, there is no residue definition for the active ingredient Quartz sand.

3.6.2 Consumer exposure

There is no consumer exposure as these products are not used on edible crops.

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

The EFSA 2011 and 2022 concluded that due to the natural occurrence of Quartz sand (silicon dioxide) in
the environment, specific environmental fate studies are not required. In addition PEC values (PEC;oi,
PECsw, PEDsep and PECgroundwater) are considered to be not relevant for the environmental exposure
assessment. Owing to the manual application by coating forest trees with gloves or brush no entry of the
active substance into soil, surface or ground water is expected. Therefore the calculation of the PECsil,
PECsw, PEDsep and PECGroundwater Values were not considered necessary,Blad! Nie zdefiniowano zakladki.

3.7.1 Predicted environmental concentrations in soil (PECsoi)

Not applicable. Please refer to 3.7.

3.7.2 Predicted environmental concentrations in groundwater (PECgw)
Not applicable. Please refer to 3.7.

3.7.3 Predicted environmental concentrations in surface water (PECsw)
Not applicable. Please refer to 3.7.

3.74 Predicted environmental concentrations in air (PECair)

Not applicable. Please refer to 3.7.

3.8 Ecotoxicology (Part B, Section 9)

The EFSA 2011 and 2022 concluded, that because of the method of application of Cervacol Extra PA
(251 g/kg Quartz sand) leading to negligible levels of environmental exposure, the risk can be considered
low for birds and mammals, aquatic organisms, bees, non-target arthropods, earthworms, soil macro- and
micro- organisms, terrestrial non-target plants and biological methods for sewage treatment plants.'

3.8.1 Effects on terrestrial vertebrates

The EFSA 2011 and 2022 concluded, that because of the method of application of Cervacol Extra PA
(251 g/kg Quartz sand) leading to negligible levels of environmental exposure, the risk can be considered
low for birds and mammals. 2

3.8.2 Effects on aquatic species

The EFSA 2011 and 2022 concluded, that because of the method of application of Cervacol Extra PA
(251 g/kg Quartz sand) leading to negligible levels of environmental exposure, the risk can be considered
low for aquatic organisms. ?

3.8.3 Effects on bees

Cervacol Extra PA is used as a coating on trees (manually applied) and hence exposure of honey bees is
considered to be low. In addition, Cervacol Extra PA is not used as a large-area application, and because
of the fact that quartz sand occurs ubiquitously in the environment, no testing is considered necessary.
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3.84 Effects on other arthropod species other than bees

Cervacol Extra PA is used as a coating on trees (manually applied) and hence exposure of arthropod
species other than bees is also considered to be low.

3.8.5 Effects on soil organisms

The exposure of soil organisms is considered to be low, due to the manual application of “Cervacol Extra
PA” by coating trees with gloves or by brush no entry of the active substance/formulation into soil is
expected.

3.8.6 Effects on non-target terrestrial plants

The active ingredient quartz sand is a naturally substance, occurring ubiquitous in the environment, hence
effects on other non-target terrestrial plants are negligible.

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

The active ingredient quartz sand is a naturally substance, occurring ubiquitous in the environment, hence
effects on other non-target terrestrial organisms are negligible.

3.9 Relevance of metabolites (Part B, Section 10)

Quartz sand is a stable inorganic compound, the main component of which is silicon dioxide. It is
practically insoluble and known to be inert to most mineral acids and bases. >
Metabolites of Quartz sand did not occur and therefore a risk assessment is not applicable.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)
Cervacol Extra PA contains 251 g/kg Quartz sand which is not approved as a candidate for substitution

because it is a naturally and ubiquitous occurring substance mainly consisting of SiO,, which doesn’t
meet any of the criteria for such candidates. Therefore a comparative assessment is not necessary.

5 Further information to permit a decision to be made or to support
a review of the conditions and restrictions associated with the
authorization
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Appendix 1  Copy of the product authorization

Appendix 2 Copy of the product label

Uwagi do etykiety:

Fizykochemia — brak uwag do etykiety.

Toksykologia — zaktualizowano zwroty EUH208 oraz P280. Wprowadzono zmiany w zakresie Srodki
ostroznosci dla 0sob stosujacych srodek.

Pozostalo$ci — brak uwag do etykiety.

Los i zachowanie w srodowisku — brak uwag do etykiety.

Ekotoksykologia — brak uwag do etykiety.

Skuteczno$é dziatania — dodano zapis ,,Srodek naprzemiennie stosowaé z innymi produktami, aby
unikna¢ przyzwyczajenia zwierzat do produktu”.

Posiadacz zezwolenia:
Cheminova Deutschland GmbH & Co.KG, Stader Elbstrasse 26-28, DE-21683 Stade, Republika

Federalna Niemiec, tel. +49 (0) 4141 9204-0, fax: +49 (0) 4141 9204-210;
email: info@cheminova.de

CERVACOL EXTRA PA

Srodek przeznaczony do stosowania przez uzytkownikow profesjonalnych

Zawartosc¢ substancji czynne;j:
piasek kwarcowy (zwigzek z grupy tlenkéw nieorganicznych) - 251 g/kg (25,1 %)

Zezwolenie MRiRW nr R- 85/2014 z dnia 04.06.2014 r.
ostatnio zmienione decyzja MRiRW nr R —/2023d z dnia .01.2023 r.

EUH 401 — W celu unikniecia zagrozen dla zdrowia ludzi i srodowiska, nalezy postepowac
zgodnie z instrukcjg uzycia

EUH 208 - ZaW|era 1 2 Ben2|soth|azol -3(2H)- one—Z—Methyl—ZH—lsetmazel—s—ene—meszamna

{-EG—N9—2—20—239-6]—(34-) Moze powodowac wystaplenle reakcji alerglcznej

P280 — Nesié-Stosowac rekawice ochronne

OPIS DZIALANIA

Cervacol Extra PA jest repelentem w formie pasty gotowej do stosowania o dziataniu
odstraszajgcym, przeznaczonym do ochrony sadzonek i drzewek drzew lisciastych
i iglastych w les$nictwie przed zgryzaniem i spatowaniem przez zwierzyne fowna.

STOSOWANIE SRODKA

Sadzonki i mtode drzewka drzew lisciastych i iglastych (sosna, jodta, dab, buk i inne)
- zgryzanie i spatowanie przez zwierzyne towng (jeleniowate).

Maksymalna dawka dla jednorazowego zastosowania:
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- sadzonki 2-5 letnich drzew lisciastych i iglastych: 5 kg/1000 sadzonek (zgryzanie)
- 5-10 letnie drzewka iglaste: 14 kg/1000 drzewek (spatowanie)

Zalecana dawka dla jednorazowego zastosowania:
- sadzonki 2-5 letnich drzew lisciastych i iglastych: 2 - 5 kg/1000 sadzonek (zgryzanie)
- 5-10 letnie drzewka iglaste: 10 - 14 kg/1000 drzewek (spatowanie)

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Srodek stosowaé w okresie jesienno-zimowym (na sadzonki drzew li$ciastych po opadnieciu
lisci), kiedy zwierzyna towna zaczyna uszkadzaé¢ sadzonki. Srodek stosowaé w temperaturze
powyzej 0°C.
Przed uzyciem s$rodek dokiadnie wymiesza¢ a nastepnie nanosi¢ preparat na suchg
powierzchnie pedow.
Sadzonki i mtode drzewka smarowac¢ réwnomiernie cienkg warstwg srodka:

— drzewka iglaste - ped gtdbwny z biezgcego przyrostu,

— drzewka lisciaste - caty ped gtéwny, jesli jego grubosc¢ nie przekracza 1 cm.

Zalecana dawka zalezy od wielkosci i gatunku chronionych sadzonek i drzewek.

SRODKI OSTROZNOSCI | ZALECENIA STOSOWANIA

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

Po wyschnieciu preparat jest odporny na zmywanie i utrzymuje sie na pedach 5-7 miesiecy.
Srodek nanosié od dolnej czeséci ku gorze, zaczynajac od okoto 15-10 cm przed szczytowym
odrostem.

Srodek nanosié na sadzonki i mtode drzewka uzywaijgc pedzla malarskiego.

Srodek naprzemiennie stosowaé z innymi produktami, aby unikngé przyzwyczajenia zwierzat do
produktu.

PRZYGOTOWANIE PASTY

Cervacol Extra PA jest srodkiem gotowym do uzycia. Plastikowg torbe ze srodkiem intensywnie
wzruszy€, nastepnie otworzy¢ i zawarto$¢ przenie$¢ do wiadra. Jesli Srodek, w wyniku
diuzszego przechowywania staje sie zbyt gesty, na kazde 5 kg srodka zaleca sie dodanie nie
wiecej niz 200-300 ml wody i doktadne wymieszanie.

WARUNKI BEZPIECZNEGO STOSOWANIA SRODKA

Srodki ostroznosci dla oséb stosujacych srodek:

Nie jes¢, nie pi¢ oraz nie pali¢ tytoniu podczas stosowania $rodka.

StosowaC rekawice ochronne/ oraz odziez roboczg echrenng zabezpieczajgcg przed
oddziatywaniem srodka ochrony roslin w trakcie wykonywania zabiegu.

Unika¢ zbednego kontaktu ze srodkiem.

Srodki ostroznosci zwigzane z ochrong $rodowiska naturalnego:

Nie zanieczyszcza¢ wod srodkiem ochrony roslin lub jego opakowaniem.

Okres od zastosowania srodka do dnia, w ktéorym na obszar, na ktérym zastosowano
srodek moga wejsé ludzie oraz zosta¢ wprowadzone zwierzeta:
Nie wchodzi¢ do czasu catkowitego wyschnigcia srodka na powierzchni sadzonek i drzewek.

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



XNIJ25 251 g/kg Page 19/19

Part A — Core Assessment FMC-70729 EU
Applicant version 2 July 2026
Nie dotyczy

Okres od ostatniego zastosowania srodka na rosliny przeznaczone na pasze do dnia, w
ktorym zwierzeta moga by¢é karmione tymi roslinami (okres karencji dla pasz):
Nie dotyczy

Okres od ostatniego zastosowania srodka na rosliny do dnia, w ktérym mozna sia¢ lub
sadzié rosliny uprawiane nastepczo:
Nie dotyczy

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN | OPAKOWANIA

Chroni¢ przed dziecmi.

Srodek ochrony ro$lin przechowywag:

- w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania zabezpieczajgce
przed skazeniem srodowiska oraz dostepem osob trzecich,

- w oryginalnych opakowaniach, w sposob uniemozliwiajgcy kontakt z zywnoscig, napojami lub
pasza

Przechowywa¢ w temperaturze nie nizszej niz 0°C i nie wyzszej niz 30°C.

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

Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw.
Oproéznione opakowania po srodku zaleca sie zwroci¢é do sprzedawcy srodkéw ochrony roslin
lub mozna je potraktowa¢ jako odpady komunalne. W razie watpliwosci dotyczgcych
postepowania z opakowaniami poradz sie sprzedawcy srodkéw ochrony roslin.

PIERWSZA POMOC
Antidotum: brak, stosowa¢ leczenie objawowe.
W razie koniecznosci zasiegniecia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.

Okres waznosci - 2 lata
Data produkcji - ........
Zawartosc¢ netto - ........
Nrparti- ...

Appendix 3  Letter of Access
Not applicable

Appendix 4 Lists of data considered for national authorization
List of data submitted by the applicant and relied on
Please refer to the reference list.

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

Please refer to the reference list.



