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PART A
RISK MANAGEMENT

1 Details of the application

This document describes the acceptable use conditions required for renewal of authorization of
CHR/H/CPD 300SL (Major 300SL, Cloe 300SL, ProSto 300SL) containing clopyralid in Poland (ZRMS).
According to Reg. (EU) No 2021/1191 of 19 July 2021, active substance clopyralid was renewed in 1
October 2021.

The risk assessment conclusions are based on the information, data and assessments provided in Registra-
tion Report, Part B Sections 5,6,7,8,9,10. The information, data and assessments provided in Registration
Report, Parts B includes assessment of further data or information as required by the EU review. It also
includes assessment of data and information relating to CHR/H/CPD 300 SL where that data has not been
considered in the EU review. Assessments for the safe use of CHR/H/CPD 300 SL have been made using
endpoints agreed in the EU review of clopyralid after renewal in 1 October 2021.

This document describes the specific conditions of use and labelling required for renewal of authorization
of (Major 300SL, Cloe 300SL, ProSto 300SL), product code CHR/H/CPD 300 SL.

1.1 Application background

This application was finalized by Invigo Sp.z 0.0. in 2017. Invigo z 0.0. is a company located at Al. Jero-
zolimskie 178, 02-486, Warszawa, Poland, and registered in the Polish National Court Registry of entre-
preneurs (KRS), with the number 0000335174.

The application is for the approval of CHR/H/CPD 300 SL a soluble concentrate type formulation (SL)
containing 300 g/l clopyralid, for use as a herbicide. It is a applied by spray at BBCH 30-50 and BBCH 13-
14 for winter oilseed rape, at BBCH 20-29 for winter wheat, at BBCH 12-14 for sugar beet ( details GAP
table BO Section)

To obtain renewal of authorisation the product CHR/H/CPD 300 SL must meet the conditions of Annex I
renewal and be supported by dossiers satisfying the requirements of Annex II and Annex III, with an as-

sessment to Uniform Principles, using Annex I agreed endpoints.

This application was submitted in order to allow the renewal of authorisation of this product in Poland, in
accordance with the above.

1.2 Letters of Access

The letters of access for active substance clopyralid were provided to the Ministry of Agriculture and Rural
Development.
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1.3 Justification for submission of tests and studies

In accordance with Art 43, the submitted studies and presented in Appendix 4, are relevant and necessary
to obtain the renewal of authorisation the product CHR/H/CPD 300 SL in Poland and other countries.

1.4 Data protection claims

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

2 Details of the authorization decision

2.1 Product identity

CHR/H/CPD 300 SL
Major 300SL, Cloe 300SL, ProSto 300SL

Product code

Product name in MS

Authorization number Major 300SL R-237/2017 ;20.11.2017
ProSto 300SL R-237/2017 ;20.11.2017
Cloe 300SL R-237/2017 ;20.11.2017

Function herbicide

Applicant Innvigo Sp. z o.0.

Active substance(s)
(incl. content)

Clopyralid, 300 g/L

Formulation type

Soluble concentrate [SL]

Packaging (HDPE/PA, HDPE/PA COEX) containers having the size appropriate to hold
from 250 to 10000 ml of product

Coformulants of concern for N/A

national authorizations

Restrictions related to identiy N/A

Mandatory tank mixtures N/A

Recommended tank mixtures

Recommended tank mixtures in application in oilseed rape:

1. CHR/H/PCR 0.0234 g a.s./ha + CHR/H/CPD 0.09 g a.s./ha

2. CHR/H/PCR 0.0234 g as./ha + CHR/H/CPD 0.09 g a.s./ha +

CHR/H/MTC 0.750 g a.s./ha

2.2 Conclusion

Physicochemical properties and analytical methods:

No data gaps.
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Efficacy section:

The data presented in this dossier fully support the renewal under Article 43 of CHR/H/CPD 300 SL in
Poland. cMS from CZ, LT, LV, RO, SLO, HU and SK should check if submitted GAP table by Applicant
is in line with the registrations obtained and made decision if CHR/H/CPD 300 SL can be re-registered
according to Article 43.

Metabolism and residues:

Noticed data gaps are:

- Information about residue level in pollen and bee products should be provided by the applicant
(post registration requirement)

- Data gap on residue definitions should be filled at EU level.

According to the available data following label restriction is proposed: not to use clopyralid on the same
field for 125 days after the initial application regardless of the crop grown (see EFSA Journal
2021;19(1):6389).

- In the Data Matching Table, Final conclusion, Finland 2022, in case following DAS studies: Study
No. 120602, Study No. 130202, Study No. 130906, DAS Study No. 150031 and DAS Study No. 150030 it
is stated that above mentioned studies are vertebrate studies, therefore a letter of access has been requested.
As the applicant refers to these studies, the letter of access should be provided before the registration of the
plant protected product.

March 2024  Assessment of the new data.

The applicant provided the new residue trials and new analytical method. Provided data are accepted and
do not change the conclusions of the evaluation.

06.2024 IIT commenting round

As follows from comment contained in Reporting table Part A and B for Major 300 SL_after IlI comment-
ing round , one of member state does not agree to authorization of the intended use (oilseed rape — mellif-
erous crop) until the new MRL has been set for honey. ZRMS considers that the decision on the possi-
bility of authorizing the use on rapeseed can be made at the level of a Member State.

Taking into account the date of submission of the documents and the date of application of the product
shown in the GAP Table, the missing data may be required after registration of the plant protection product.
In accordance with the arrangements in place in Poland, Poland agrees to such intended use provided that
the study is performed after registration (post-registration requirement).

Fate and ecotoxicology:
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The evaluation of the application for Major 300SL, Cloe 300SL, ProSto 300SL resulted in the decision to
renewal of authorisation in Poland.

23 Substances of concern for national monitoring

This point is not relevant for authorisation of CHR/H/CPD 300 SL.

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: Eye Irrit. 2
STOT SE3

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:

Signal word: Warning

Hazard statement(s): H319 Causes serious eye irritation
H335 May cause respiratory irritation.

Precautionary statement(s): WARNING SECTION OF THE LABEL (first page):

P280: Wear eye/face protection.

P305+P351+P338-IF IN EYES: Rinse continuously with water for several
minutes. Remove contacts lenses if present and easy to do, continue rinsing.
P261: Avoid breathing vapours/spray.

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

Other section of the label:

P261: Avoid breathing spray.

P271: Use only outdoors.

P264: Wash hands thoroughly after handling.

P270: Do no eat, drink or smoke when using this product.

P403+P233: Store in a well-ventilated place. Keep container tightly closed.
P405: Store locked up.

P501: Dispose of contents/container to...

And P280 as follows:

OPERATOR

wtosowaé rekawice ochronne, ochrong oczu/twarzy oraz odziez roboczg (kom-
binezon) w trakcie przygotowywania cieczy uzytkowej oraz odziez roboczqg w
trakcie wykonywania zabiegu.”

“Wear protective gloves, eye/face protection and work wear (coverall) during
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mixing and loading and work wear application.”

WORKER:

wStosowaé odziez roboczq (diugie spodnie, koszula z diugim rekawem) w przy-
padku stosowania pojedynczo i odziez roboczq i rekawice ochronne przypadku
stosowania w mieszaninie zbiornikowej”.

“Wear work wear (long trousers, long-sleeve shirt) when used solo and work
wear and protective gloves when used in tank mix”.

Section “First Aid”
P305+P351+P338
P337+P313
P304+P340

P312

For Polish version: see the label

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions for

use. [EUH401]

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

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

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

24.2 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).
e.g.SPe3 To protect aquatic organisms/non-target plants/non-target arthropods/insects respect an

unsprayed buffer zone of (distance to be specified) to non-agricultural land/surface water
bodies.

GROUND WATER:

Use every third year:

- Winter oilseed raﬁe; Sirini Aﬁil. 120 i a.s/ha (BBCH 30—50i i0.4L iroduct/ha)

-Sugar beet, Appl. 3 x 60 g a.s’/ha (BBCH 12-14) (0,2L product/ha)

Use every other year:
- Sugar beet, Appl. 120 g a.s/ha, (BBCH 12-14) (0.4L product/ha)
- Winter wheat Appl. 120 g a.s/ha (BBCH 20-29), (0.4L product/ha

W celu ochrony wod podziemnych $rodek nalezy stosowac:
- co 3 lata

- rzeﬁak ozimi; wiosna aﬁil. iBBCH 30—50i i0,4 liroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x0,2 1 produktu/ha)

- co dwa lata
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- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

NTP:

-10 m buffer zone

- 5 m and use 50% drift reducing nozzles
-1 m and use of 90% drift reducing nozzles

W celu ochrony roslin niebedacych celem dziatania §rodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od terenéw nieuzytkowanych rolniczo, lub

- 5m od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terené6w nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

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

2.5 Risk management

2.5.1 Restrictions linked to the PPP

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

Operator protection:

acc. to exposure estimation:
protective gloves, work wear
acc. to classification: eye/face protection

product used in the tank mix: see above

Worker protection:

work wear, protective gloves (recommendation)

product used in the tank mix: work wear, protective gloves

Integrated pest management (IPM)/sustainable use:

N/A

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

Environmental protection

N/A

GROUND WATER:
Use every third year
- Winter oilseed rape; Spring Appl. 120 g a.s/ha (BBCH 30-50) (0.4L product/ha

- Sugar beet, Appl. 3 x 60 g a.s’/ha (BBCH 12-14) (0,2L product/ha)

Use every other year - Sugar beet, Appl. 120 g a.s’ha, (BBCH 12-14) (0.4L product/ha)
- Winter wheat Appl. 120 g a.s/ha (BBCH 20-29), (0.4L product/ha
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NTP:

- 10 m buffer zone

- 5 m and use of 90%, 75% or 50% drift reducing nozzles
- 1 m and use of 90% drift reducing nozzles

Other specific restrictions

N/A -

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

Integrated pest management (IPM)/sustainable use:

N/A 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 The instructions for use must include a summary of weeds which |use number from GAP
can be controlled well, less well and insufficiently by the product, |table in 2.6

as well as a list of species and/or varieties showing which crops
are tolerant of the intended application rate and which are not.

Environmental protection: Relevant for use no.
N/A The product may not be applied in or in the immediate vicinity of |use number from GAP
surface or coastal waters. Irrespective of this, the minimum table in 2.6

buffer zone from surface waters stipulated by state law must be
observed.
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2.6

PPP (product name/code):

Active substance
Active substance
Active substance
Safener:
Synergist:
Applicant:
Zone(s):
Verified by MS:

Field of use:

Intended uses (only NATIONAL GAP)

1:
2:

CHR/H/ CPD 300 SL/ Major 300SL, Cloe 300SL, ProSto 300SL
clopyralid

N/A

N/A

N/A

N/A

INNVIGO Sp. z o0.0.

Central zone

herbicyd

Formulation type:

Conc.
Conc.
Conc.
Conc.
Conc.

ofas 1:
of as 2:

of safener:

of synergist:

Professional use:

Non professional use:

SL
300 g/L
N/A
N/A
N/A
N/A

X
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1 2 3 4 5 6 7 8 9 10 11 12 |13 14
Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. ber and/ . Fn, | Group of Method | Timing | Max. num- | Min. in-|kg or L product/hL g or kg as/ha|Wa- (days)
state(s)|or situa-|Fpn |pests con- . i eg. g saf-
. /Kind |/ ber terval be-|a) max. rate per appl. ter )
tion G, |[trolled G ener/synergist
Gn rowth|a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha per ha
(crop des-| G ;1 (addition- stage |b) per | plications | crop/season b) max. total rate per )
tinagon / orp allv: devel of crop|crop/ sea-|(days) crop/season min
Y ) & sea-|son /
purpose |I opmental
son max
of crop) stages  of
the pest or
pest group)
Zonal uses (field or outdoor uses, certain types of protected crops)
1.* |PL,EZ F Metabolism
and residues:
50
Metabolism

and residues:

Metabolism

and residues:
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Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. btert and/ it gn;l Gr(:up ::f Method | Timing | Max. num- | Min. in-|kg or L product/hL g or kg as/ha|Wa- (days) . saf-
state(s) or sttua-) AP Pests con- ying |/ ber terval be-|a) max. rate per appl. ter £ B
tion G, |[trolled ener/synergist
G Growth |a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha er ha
(crop des- Gnil (addition- stage |b) per | plications | crop/season b) max. total rate per E)
tinagon / orp a?ly' devel- of crop|crop/ sea-|(days) crop/season min
purpose |I  |opmental ff)nsea- son inax
of crop) stages  of
the pest or
pest group)
n/a Metabolism

and residues:

Metabolism
and residues:
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Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. btert and/ . En;l Gr(;up Ef Method | Timing | Max. num- |Min. in-|kg or L product/hL g or kg as/ha|Wa- (days) . saf-
state(s) :).r sttua- Gp iaes“s dco “|/Kind |/ ber terval be-|a) max. rate per appl. ter efér s gn croist
ton G, rotle Growth|a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha or hay &
( des- Gn;1 (addition stage |b) per | plications | crop/season b) max. total rate per g)
tic;:tpimfs / orp aallly' dgvgzl- of crop|crop/ sea-|(days) crop/season min
purpose |I  |opmental & sea-|son /
son max
of crop) stages  of
the pest or
pest group)
8.* |PL, & | Winter F broadleaf |Spray |Spring a) n/a a)0.3-0.4 a)0.09 — 0.12 200 |n/a
wheat weeds PL: b) b) 0.3-0.4 b)0.09 — 0.12 —
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Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. ls)tearte(s) :;'ld/situa- E;; Sel;(igpcoﬁf Method | Timing | Max. num- |Min. in-|kg or L product/hL g or kg as/ha|Wa- (days) cg g saf-
tion G |trolled /Kind |/ ber terval be-|a) max. rate per appl. ter e‘ne.r /synergist
G;I Growth | a) per use tweeq ap-|b) max. total rate per|a) max. rate per appl. |L/ha per ha
(crop des- Gp;1 (addition- stage |b) per | plications | crop/season b) max. total rate per . ®
tination /|or |ally: devel- of crop|crop/ sea-|(days) crop/season min
‘ & sea-|son /
purpose |1 opmental son max
of crop) stages  of
the pest or
pest group)
Triticum me- BBCH 300
aestivum dium |20-29
(TRZAW) sprayer | CZ:
BBCH
21-29
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Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. ber and/ . Fn, | Group of Method | Timing | Max. num- | Min. in-|kg or L product/hL g or kg as/ha|Wa- (days)
state(s)| or situa-|Fpn |pests con- /Kind |/ ber terval be-|a) max. rate 1 eg. g saf-
. . per appl. ter .
tion G, |[trolled ener/synergist
Gn Growth |a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha per ha
(crop des-| G ;1 (addition- stage |b) per | plications | crop/season b) max. total rate per )
tinagon / orp ally: devel- of crop|crop/ sea-|(days) crop/season min
purpose |I  |opmental ffmsea- son inax
of crop) stages  of
the pest or
pest group)
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. . per appl. ter .
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Gn Growth |a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha per ha
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storage rooms)

1 2 3 4 5 6 7 8 9 10 11 12 113 14
Use-|Mem- |Crop F, |Pests or|Application Application rate PHI |Remarks:
go. ber and/ . Fn, | Group of Method | Timing | Max. num-|Min. in-|kg or L product/hL g or kg as/ha|Wa- (days)
state(s)|or situa-|Fpn |pests con- . ) eg. g saf-
. /Kind |/ ber terval be-|a) max. rate per appl. ter )
tion G, |trolled G ener/synergist
Gn rowth|a) per use |tween ap-|b) max. total rate per|a) max. rate per appl. |L/ha per ha
(crop des-| G ;1 (addition- stage |b) per | plications | crop/season b) max. total rate per ®
tinatpion / orp allv: devel of crop|crop/ sea-|(days) crop/season min
Y- devels & sea-|son /
purpose |1 opmental son max
of crop) stages  of
the pest or
pest group)
Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty

7

8

Minor uses according to

Article 51 (zonal uses)

9

10

Minor uses according to

Article 51 (interzonal uses)

11

12
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Re-
marks
table
head-
ing:

Re-
marks
col-
umns:

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

granule (GR)
(b) Catalogue of pesticide formulation types and international cod-
ing system CropLife

International Technical Monograph n°2, 6th Edition Revised May 2008
(©) g/kg or g/l

1 Numeration necessary to allow references
2 Use official codes/nomenclatures of EU Member States
3 For crops, the EU and Codex classifications (both) should be

used; when relevant, the

use situation should be described (e.g. fumigation of a struc-
ture)
4 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
5 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.
6 Method, e.g. high volume spraying, low volume spraying,
spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, be-
tween the plants - type of equipment used must be indicated.

(d) Select relevant

(e) 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.

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

8 The maximum number of application possible under practical con-
ditions of use must be provided.

9 Minimum interval (in days) between applications of the same prod-
uct

10 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.

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

12 If water volume range depends on application equipments (e.g.
ULVA or LVA) it should be mentioned under “application: method/kind”.
13 PHI - minimum pre-harvest interval

14 Remarks may include: Extent of use/economic importance/re-
strictions

except uses (617 (becauseof fate)

Explanation for column 15 “Conclusion”

[A |Safe use |
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Further refinement and/or risk mitigation
measures required
To be confirmed by cMS

- No safe use

*The risk assessment for CHR/H/PCR and CHR/H/MTC was covered by the individual registration process. CHR/H/PCR and CHR/H/MTC was evaluated and regis-
tered in Poland.

R
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3 Background of authorization decision and risk management

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

No new studies have been conducted. Please refer to core dossier.

3.2 Efficacy (Part B, Section 3)

33 Efficacy data

No new studies have been conducted. Please refer to core dossier.

This is an Article 43 application (of Reg. (EC) 1107/2009) and as such only specific new data in order to
comply with changes in the assessment of the active substance (new endpoints, new guidance applied,
conditions or restrictions in the renewal regulation) can be considered (SANCO/2010/13170 rev 13).

Plant protection products based on clopyralid are known and used for many years. In Poland many herbi-
cides with clopyralid are registered and used to control weeds in crops. On the basis on the registry of plant
protection products (dated 19.10.2022) — in Poland are registered 39 plant protection products containing
clopyralid as active compound.

The formulation of this product is a soluble concentrate (SL) and it is containing one active substance:
clopyralid (100 g/1). For now, this active compound is on the list of approved active substances. All needed
information’s are presented by Applicant in core dossier.

Major 300 SL/Cloe 300 SL/ProSto 300 SL (product code: CHR/H/CPD 300 SL) was submitted and posi-
tively evaluated during the authorization process of this product (permit of the Ministry of Agriculture and
Rural Development No. R-237/2017 dated 20.11.2017; Last amended by MRiRW Decision No. R -
297/2020d dated 21.04.2020.). This report has been discontinued to re-registration of this product.

The GAP has not been changed compared to current registration. Therefore, in intended uses, there has
been no GAP change that impacts the previous efficacy evaluation of CHR/H/CPD 300 SL, and the effec-
tiveness does not have to be reassessed (according to the regulations). No new efficacy and selectivity data
trials of this product have been submitted and no new uses will be considered in this application. Thus, the
conclusions of previous assessments are still considered valid and the only aspect that will be considered is
the resistance risk assessment, which requires updating at renewal.

All necessary information’s were provided above by Applicant. This document summarises the information
related to the efficacy of the plant protection product — Major 300 SL/Cloe 300 SL/ProSto 300 SL (product
code: CHR/H/CPD 300 SL. The data presented in this dossier fully support the renewal under Article
43 of CHR/H/CPD 300 SL in Poland. ¢cMS from CZ, LT, LV, RO, SLO, HU and SK should check if
submitted GAP by Applicant is in line with the registrations obtained and made decision if
CHR/H/CPD 300 SL can be re-registered according to Article 43.

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

Clopyralid belongs to the pyridine carboxylic acids group. Applied post-emergence, clopyralid is effective



Page 26 /119

CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

on a broad spectrum of broad-leaved weeds.

Clopyralid belongs to the chemical group of the pyridine carboxylic acid herbicide family, described as a
synthetic auxin and classified by HRAC as Group 4 (Legacy HRAC Group O). It acts as systemic herbicide,
absorbed by the leaves and roots, with translocation both acropetally and basipetally, and accumulation in
meristematic tissue. This type of herbicide kills the target weed by mimicking the plant growth hormone
auxin (indole acetic acid), and when administered at effective doses, cause uncontrolled and disorganized
plant growth that leads to plant death in a few days or weeks, depending on the species. The exact mode of
action of clopyralid has not been fully described but it is believed to acidify the cell wall, which results in
cell elongation. Low concentrations of clopyralid can stimulate RNA, DNA, and protein synthesis leading
to uncontrolled cell division and disorganized growth, and ultimately, vascular tissue destruction. High
concentrations of clopyralid can inhibit cell division and growth.

Diversity in weed control practices is key to delay and manage herbicide resistance in weeds. This involves
rotation or mixtures of herbicide mechanisms of action using at least two herbicides a year from different
herbicide mechanisms of action that are still effective on the particular population of the target weed. This
may include use of preemergence herbicides. Additionally, cultural/mechanical weed control methods in-
cluding shallow tillage in the spring, crop rotation, and cleaning equipment can be applied. Generally, the
full herbicide rate should be applied at the correct weed size. Fields shall be scouted after herbicide appli-
cation in order to control any possible escapes.

Although clopyralid is used for many years the first evidence of resistance was observed in 1999 and the
number of cases has risen only slightly without any obvious core area of distribution.

Clopyralid is rapidly degraded in soil (DTso = 34 days) thus a prolonged exposure to weed populations does
not occur which is a factor which decreases the resistance risk.

The risk of resistance was analysed following the EPPO-Standard (2003), the classification of the Herbicide
Resistance Action Committee (HRAC) and the international Survey of Herbicide Resistant Weeds (Heap,
2016).

The probability of development of resistance or cross-resistance of weeds to CHR/H/CPD 300 SL is con-
sidered as low. The evaluation of the agronomic risk concludes that CHR/H/CPD 300 SL bears a low risk
of resistance.

Plant protection products containing clopyralid are used from many years and no information’s concerning
weed resistance for this active substance was noted. However, the information on possible development of
resistance or cross-resistance is provided by scientific literature from many different countries and describes
different weed species. Product should be used in rates neither lower nor higher than recommended in the
label due to prevent resistance development.

According to weedscience.org, 3 cases of resistance were reported.

# ‘ Year H Species H Country H MOAs H Actives H Situations
. ||Canada e
Centaurea stoebe ssp. mi- .o Auxin Mimics HRAC Sy

12013 cranthos (b]ilr)ltlsh Colum- Group 4 (Legacy O) clopyralid, picloram Rangeland

. e Auxin Mimics HRAC clopyralid, picloram, Golf courses,
2 (1999 ||Soliva sessilis New Zealand Group 4 (Legacy O) triclopyr Turf
312005 ||Chenopodium album New Zealand Auxin Mimics HRAC dlcamba}, clopyralid, ami- Corn (maize)

Group 4 (Legacy O) nopyralid

Lack of resistance cases for Europe, only one case from Canada (2013) and two cases from New Zealand
(1999, 2005) have been already reported.

Since no resistance to clopyralid has developed in Europe, there is no demonstrated cross resistant to other
group 4 herbicides and that synthetic auxins have a multi-site mode of action the risk of practical resistance
in unrestricted use is very low and the unmodified risk is acceptable. In view of the acceptable risk of
unrestricted use no resistance management strategy is deemed necessary. In a crop rotation, herbicides


javascript:__doPostBack('ctl00$Main$RadGrid1$ctl00$ctl02$ctl00$ctl01','')
javascript:__doPostBack('ctl00$Main$RadGrid1$ctl00$ctl02$ctl00$ctl02','')
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belonging to HRAC group 4 can be applied in various crops and the agronomic practices may differ in the
member states. To avoid inherent risk in group 4 herbicides the agronomic risk should be evaluated at
member state level.

Generally, evidence of resistance to HRAC Group 4 and specifically to clopyralid are well documented by
Weed Science organization and Herbicide Resistance Action Committee. The risk of resistance develop-
ment of weeds to substances belongs to Group 4 is defined as low. Three cases of weeds specie resistance
for clopyralid are reported worldwide, out of which none were reported in Europe so far. The resistance
risk is really low if CHR/H/CPD 300 SL is used under adherence to the management strategy and label
recommendations.

To avoid resistance, it is important to have a reasonable crop rotation and respect the label recommended
application rates and doses. The risk of resistance to clopyralid is believed to be low for the following
reasons:

- to minimize the risk of occurrence and development of weed resistance to herbicides, follow Good
Agricultural Practice:

- follow strictly the directions on the label of the plant protection product use the product at the
recommended dose, at the recommended time to ensure optimal weed control,

- adjust the choice of herbicide and the decision to carry out the treatment to the prevailing (possibly
potential) weed infestation, taking into account the dominant species and damage thresholds,

- use a rotation of herbicides (active substances) with different mechanisms of action,
- use a mixture of herbicides (active substances) with different mechanism of action,

- use in rotation and/or mixture herbicides acting on several life processes of weeds (with different
mechanism of action),

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

- inform the permit holder of unsatisfactory weed control,
- contact your advisor, the permit holder or the permit holder's representative for more information.

Since no resistance to clopyralid has developed in Europe, there is no demonstrated cross resistant
to other group 4 herbicides and that synthetic auxins have a multi-site mode of action the risk of
practical resistance in unrestricted use is very low and the unmodified risk is acceptable. In view of
the acceptable risk of unrestricted use no resistance management strategy is deemed necessary. In a
crop rotation, herbicides belonging to HRAC group 4 can be applied in various crops and the agro-
nomic practices may differ in the member states.

3.3.2 Adverse effects on treated crops

No new studies have been conducted. Please refer to core dossier. Statement accepted. In accordance with
the Article 43 of Regulation (EC) No 1107/2009, the already submitted data will not be re-evaluated be-
cause the conclusions of previous assessments are still considered valid in the case of no significant change
of the GAP table.

3.3.3 Observations on other undesirable or unintended side-effects

No new studies have been conducted. Please refer to core dossier. Statement accepted. In accordance with
the Article 43 of Regulation (EC) No 1107/2009, the already submitted data will not be re-evaluated be-
cause the conclusions of previous assessments are still considered valid in the case of no significant change
of the GAP table.
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34 Methods of analysis (Part B, Section 5)

Analytical methods for determination of clopyralid and its relevant impurities and relevance of CIPAC
methods in CHR/H/CPD were not evaluated as part of the EU review of clopyralid. Therefore all relevant
data are provided and are considered adequate.

34.1 Analytical method for the formulation

No new studies have been conducted. Please refer to core dossier.

3.4.2 Analytical methods for residues

Analytical methods for residues were evaluated as part of the EU review of clopyralid. Therefore all rele-
vant data are provided in RAR of clopyralid.

Sufficiently sensitive and selective analytical methods are available for all analytes included in the residue
definitions.
Minor data gap: extraction efficiency (for plant and animal matrices). Not provided during the EU review.

Commodity/crop Supported/
Not supported
Winter wheat Supported
Winter rape Supported
Sugar beet Supported

March 2024
ZRMS: The new study is acceptable and is fit to purposes (pre-authorization data).

3.5 Mammalian toxicology (Part B, Section 6)

Table 3.5-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for CHR/H/CPD 300 SL

Classification
Acceptability | (acc. to the criteria | Reference
in Reg. 1272/2008)

Type of test, species, model | Result
system (Guideline)
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LDs oral, rat > 2000 mg/kg bw | Yes None F
(OECD Guideline No 420 / EU 2014
Method B.1.BIS)
LDso dermal, rat > 2000 mg/kg bw | Yes None F
(OECD Guideline No 402 / EU 2014
Method B.3)
LC50 inhalation, 20mg/L Yes None Estimation
(calculation method — alterna- based on the
tive method) composition
of the product
(calculation
method).
In vitro skin corrosion:(TER) |[No changes in|Yes not corrosive; no F
(OECD Guideline No 430/ EU |skin discs, Mean implications for 2014
Method B.40.) TER <5 kQ classification or la-
belling; skin irrita-
tion test is justified
Skin irritation, No general clini-|yes None F
(OECD Guideline No 404/ EU|cal signs. Very 2014
Method B.4.) slight (barely per-
ceptible) skin ery-
thema
Isolated chicken eye test|Fluorescein re-|Yes not corrosive; no F
(OECD Guideline No 438 / EU |tention score — implications for | 2014
Method B.48.) 2,0; classification or la-
corneal  opacity belling; eye irrita-
score — 2,0; tion test is justified
swelling — 0,2-
9,6.
Eye irritation, No general clini-|Yes Irritant Eye Irrit.2/ F
(OECD Guideline No 405 / EU | cal signs. Transi- H319 2014
Method B.5.) ent changes in the
cornea, iris and
conjunctivas.
Skin sensitisation, 5,56 % of animals | Yes weak sensitization - F
(OECD Guideline No 406 / EU | with allergic reac- not classified 2014
Method B.6.) tion - discrete er-
ythema, dryness
of the skin
Supplementary  studies for|No data — not re-
combinations of plant protec- | quired
tion products

3.5.1 Acute toxicity

The studies of acute toxicity of the product were re-evaluated during re-authorization of the product which
followed the renewal of the active substance
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3.5.2 Operator exposure

Taking into account the results of exposure estimations (including combine exposure) and classification of
the product in regards to eye irritation (Eye Irrit. 2, H319), the use of CHR/H/CPD300SL/Major 300SL,
Cloe 300SL, ProSto 300SL causes acceptable exposure risk for an operator equipped with:

1. For the product used solo:

a. Application on winter oilseed rape, winter wheat: work wear, eye/face protection and protec-
tive gloves during mixing and loading and workwear during application.

b. Application on sugar beet: work wear, eye/face protection during mixing and loading and
workwear during application.

The protective gloves are strongly recommended during mixing and loading.

2. For the product used in the tank mix: work wear, eye/face protection and protective gloves during
mixing and loading and work wear during application.

Following sentence regarding the use of PPE is recommended by the evaluator to be placed in the section
of precautions for the operators:

wtosowac rekawice ochronne, ochrone oczu/twarzy oraz odziez roboczq (kombinezon) w trakcie przygo-
towywania cieczy uzytkowej oraz odziez roboczq w trakcie wykonywania zabiegu.”

“Wear protective gloves, eye/face protection and work wear (coverall) during mixing and loading and work
wear application.”

3.5.3 Worker exposure
The results of the exposure estimations indicate that the use of CHR/H/CPD300SL/Major 300SL, Cloe
300SL, ProSto 300SL causes acceptable exposure risk for a worker equipped with:

1. For the product used solo (application on cereals, oilseeds, tuber/roots vegetables): work wear.

However, bearing in minds the hygienic rules, the use of protective gloves is recommended when
entering treated area.

2. For the product used in the tank mix (application on oilseeds): work wear and protective gloves is
required.

Following sentence regarding the use of PPE is recommended by the evaluator to be placed in the label:

LwStosowac odziez roboczq (diugie spodnie, koszula z diugim rekawem) w przypadku stosowania pojedynczo
i odziez roboczq i rekawice ochronne przypadku stosowania w mieszaninie zbiornikowej”.

“Wear work wear (long trousers, long-sleeve shirt) when used solo and work wear and protective gloves
when used in tank mix”.

Nevertheless, it is forbidden to re-enter area treated with CHR/H/CPD300SL/Major 300SL, Cloe 300SL,
ProSto 300SL until spray deposit on plant surfaces has dried.

3.54 Bystander and resident exposure

The results of the exposure estimations suggest that the use of CHR/H/CPD300SL/Major 300SL, Cloe
300SL, ProSto 300SL according to the list of intended uses presented in GAP Table, causes acceptable
health risk for bystander and resident, both adult and child.
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3.5.5 Residues ( Part B, Section 7)

March 2024
The provided new studies on beet, rapeseed and wheat do not change the conclusions of the evaluation.

Stability of residues during storage of samples

Stability of residues during storage of samples was provided during the EU review of clopyralid.
Residues of clopyralid were found to be stable at < -18°C for up to:

13 months in maize fodder and forage (high water content matrix)

13 months in maize grain (high starch content matrix)

17 months in pasture grass (high water content matrix)

24 months in rape seed (high oil content matrix)

Metabolism in plants and animals

Residue definition for monitoring (Commission Regulation (EU) 2021/1807 of 13 October 2021): clopyra-
lid (plants and animals)

Proposed residue definition for monitoring (EFSA Journal 2021;19(1):6389): clopyralid common moiety
(sum of clopyralid, its salts and conjugates expressed as clopyralid) (applicable only for cereals/grass).

The proposed change will not have an impact on the existing MRLs, as the analytical methods used to
generate data for risk assessment and for enforcement include a hydrolysis step which is capable to cover
the common moiety.

Residue definition for risk assessment:

Clopyralid common moiety (sum of clopyralid, its salts and conjugates expressed as clopyralid) — pending
the outstanding clarification on the nature of “polar clopyralid” (EFSA Journal 2018;16(7):5389)

During the peer review, the data gap related to the identification of an unknown compound observed in
sugar beet and oilseed rape metabolism studies was identified.

EFSA Journal 2021;19(1):6389:

Based on the metabolic pattern identified in metabolism studies with cereals, rotational crops and the re-
sults of hydrolysis studies, the residue definitions were proposed as clopyralid common moiety (sum of
clopyralid, its salts and conjugates expressed as clopyralid) both, for enforcement and risk assessment.
These residue definitions are applicable to cereals/grass crop group, rotational crops and processed prod-
ucts.

Since the clarification of the unknown polar metabolite (called ‘polar clopyralid’) in mature sugar beet
and oilseeds identified by the EU pesticides peer review was not sufficiently addressed under the current
assessment, EFSA concludes that the proposed residue definitions are applicable only to cereals/grass crop
group for which a new metabolism study was submitted under the current assessment and for which the
data gap identified by the peer review is not relevant. For remaining crop groups, the data gap as identified
by the EU pesticides peer review remains open.
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The intended uses _ are supported by the evaluated plant metabolism studies.

One new hydrolysis study was evaluated as equivalent to protected hydrolysis study and was accepted in
data matching (Finland 2022): K. Hamnett; 2019; Study no: FR/001648 which is equivalent to
Adusumilli, H. 2014; study no: 140574. The test compound clopyralid was stable under all conditions of
high temperature hydrolysis for simulation of food processing. Equivalent endpoint has been received.

New metabolism study in rotational crops was evaluated as equivalent to protected study and was accepted
in data matching (Finland 2022): Hall, L. R.; 2015; DAS Study No. 130733 to which is equivalent Rooney
P., 2021, [14C]-Clopyralid Metabolism in Rotational Crops FR/001647. The requirement for alternative
tests has been met.

NOTE: the new alternative studies have not been assessed in this application.

Magnitude of residues in plants
Winter wheat
Proposed uses: 1 application, BBCH 20-29 (Spring), 120 g as/ha, PHI: not required

Applicant refers to the unprotected EU data. GAP on which EU a.s. assessment is based: 1 x 0.150 kg as/ha,
BBCH 39.

No new data are submitted in the framework of this application. Presented data are still valid and meet
criteria of current guidelines.

Sufficient trials are available to support the proposed use. The residues arising from the proposed uses will
not exceed the MRLs established for wheat (Reg. (EU) 2021/1807).

Winter rape, Sugar beet, Betavulgaris (beetroots)
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Livestock feeding studies

New Dietary Burden calculations were performed, taking into account STMR and HR values from residues
trials on CHR/H/CPD 300 SL (using Animal model 2017)

According to EFSA Journal 2018;16(7):5389 livestock feeding studies are performed during Annex I in-
clusion and renewal. No new livestock studies feeding studies are necessary. There is no risk for animal
MRLs to be exceeded.

March 2024

New Dietary Burden calculations were performed, taking into account STMR and HR values for Sugar
beet, Wheat and Oilseed rape from new residues trials on Faworyt 300 SL / CHR/H/CPD 300 SL. The new
calculation results do not change the conclusions.

Magnitude of residues in processed commodities

New, alternative to the protected study was provided by the applicant (White T., 2021, S19-01810; White
T., 2021, S20-04397) and was accepted in data matching (Finland 2022). No further data is required.

NOTE: new alternative study has not been assessed in this application.

Rotational study

According to the available data following label restriction is proposed: not to use clopyralid on the same
field for 125 days after the initial application regardless of the crop grown (see EFSA Journal
2021;19(1):6389).

Other / special studies

Clopyralid is systemic compound and potential residues in honey might occur in honey even from applica-
tions before flowering. Therefore, information about residue level in pollen and bee products should be
provided by the applicant (post registration requirement).

0..2024 IIT commenting round

As follows from comment contained in Reporting table Part A and B for Major 300 SL_after IlI comment-
ing round , one of member state does not agree to authorization of the intended use (oilseed rape — mellif-
erous crop) until the new MRL has been set for honey. ZRMS considers that the decision on the possibility
of authorizing the use on rapeseed can be made at the level of a Member State.

Taking into account the date of submission of the documents and the date of application of the product
shown in the GAP Table, the missing data may be required after registration of the plant protection product.
In accordance with the arrangements in place in Poland, Poland agrees to such intended use provided that
the study is performed after registration (post-registration requirement).

Noticed data gaps are:

- Information about residue level in pollen and bee products should be provided by the applicant
(post registration requirement)

- Data gap on residue definitions should be filled at EU level.

- In the Data Matching Table, Final conclusion, Finland 2022, in case following DAS studies: Study
No. 120602, Study No. 130202, Study No. 130906, DAS Study No. 150031 and DAS Study No. 150030 it
is stated that above mentioned studies are vertebrate studies, therefore a letter of access has been requested.
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As the applicant refers to these studies, the letter of access should be provided before the registration of the
plant protected product.

3.5.6 Consumer exposure

Table 3.5-2: Consumer risk assessment

TMDI (% ADI) according to EFSA PRIMo 15% (based on GEMS/Food)
14% (based on NL child Diet)

IEDI (% ADI) according to EFSA PRIMo 4% (based on NL child Diet)

IESTI (% ARfD) according to EFSA PRIMo* Processed 21% (sugar beet, root, sugar)
26% Beetroots / boiled (chil-
dren)

Unprocessed 6% (wheat, children)
34% beetroots (children)

* include raw and processed commodities if both values are required for PRIMo
**  if national model is available

Clopyralid
ADI 0.15 mg/kg bw per day
TMDI (% ADI) according to EFSA PRIMo rev. 3.1 15% (based on GEMS/Food)

14% (based on NL child Diet)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1 4% ibased on NL child Dieti

ARfD 0.17 mg/kg bw per day
IESTI (% ARfD) according to EFSA PRIMo rev. 3.1 Processed 21% (sugar beet, root, sugar)
26% Beetroots / boiled (chil-
dren)
unprocessed 6% (wheat, children)

34% beetroots (children)

The aeeepted proposed uses of clopyralid in the formulation CHR/H/CPD 300 SL do not represent unac-
ceptable acute and chronic risks for the consumer.
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March 2024

New consumer calculations were performed considering STMR/HR values from newly submitted residue
studies on Sugar beet., Oilseed rape and Wheat. The new calculation results do not change the conclusions.

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

No new studies are presented; all data were reviewed in the EU review of clopyralid. Appropriate endpoints
from the EU review were used to calculate PECs for CHR/H/CPD 300 SL, clopyralid in soil, surface water,
ground water and air for the intended use patterns.

3.6.1 Predicted environmental concentrations in soil (PECsoil)

The PECson of clopyralid in soil have been assessed with the DT50 values established in the EU review.

3.6.2 Predicted environmental concentrations in groundwater (PECgw)

According to PECgw modelling with FOCUS PELMO 5.5.3 and FOCUS PEARL 4.4.4 a groundwater
contamination of the active substances clopyralid at a concentration of > 0.1 ug/L is not expected in use on
sugarbeet, winter oilseed rape and winter wheat. Clopyralid has no metabolites. Therefore, the risk assess-
ment for metabolites is not needed.

In the case of oilseed rape (autumn) was necessary to reduce the application rate from 0.09 kg/ha to 0,06
kg/ha and BBCH stage from 13-14 to 20-21

Due this fact uses 6,7 - was deleted.

PECgw calculations were performed with the FOCUS scenarios relevant for Poland: Chateaudun, Hamburg, Krems-
miunster

The results of the PECgw with FOCUS PELMO and PEARL indicate that PECgw of clopyralid were less than 0.1
ng/L for all uses.

However, for some uses following risk mitigations for PL are required:
Use every third year - Winter oilseed raie; Sﬁrini Aﬁil. 120 i a.s/ha iBBCH 30750i i0.4L iroduct/hai
- Sugar beet, Appl. 3 x 60 g a.s’/ha (BBCH 12-14) (0,2L product/ha)

Use every other year - Sugar beet, Appl. 120 g a.s/ha, (BBCH 12-14) (0.4L product/ha)
- Winter wheat Appl. 120 g a.s’ha (BBCH 20-29), (0.4L product/ha)

3.6.3 Predicted environmental concentrations in surface water (PECsw)

The PEC surface water of clopyralid in surface water (PECsw and PECsed) have been assessed with the
FOCUS SW and the DT50 water/sediment values established in the EU review. The maximum PEC values
for surface water and sediment have been calculated according to FOCUS Steps 1-2 for the parent.

The results for PEC surface water for the active substance and its metabolites were used for the eco-toxi-
cological risk assessment.

37




Page 38 /119

CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

3.7 Ecotoxicology (Part B, Section 9)

3.7.1 Effects on terrestrial vertebrates

CHR/H/CPD 300 SL pose no unacceptable risk to birds and mammals used according to the label.

3.7.2 Effects on aquatic species

Studies on the toxicity to aquatic organisms have been carried out with clopyralid. Full details of these
studies are provided in the respective EU RAR and related documents. Effects on aquatic organisms of
CHR/H/CPD 300 SL were not evaluated as part of the EU assessment of clopyralid. The selection of studies
and endpoints for the risk assessment is in line with the results of the EU review process. CHR/H/CPD 300
SL pose no unacceptable risk to non-target terrestrial plants according to the label with appropriate buffer
zone.

3.7.3 Effects on bees

CHR/H/CPD 300 SL pose no unacceptable risk to bees according to the label.

3.74 Effects on other arthropod species other than bees

CHR/H/CPD 300 SL pose no unacceptable risk to arthropods other than bees used according to the label.

3.7.5 Effects on soil organisms

CHR/H/CPD 300 SL pose no unacceptable risk to non-target soil meso- and macrofauna and microbial
activity according to the label.

3.7.6 Effects on non-target terrestrial plants

Based on the predicted rates of CHR/H/CPD 300 SL in off-field areas, the TER values describing the risk
for non-target plants following exposure to CHR/H/CPD 300 SL according to the GAP of the formulation
CHR/H/CPD 300 SL achieve the acceptability criteria TER > 5 with applying:

- 10 m buffer zone

- 5 m and use of 90%, 75% or 50% drift reducing nozzles

- 1 m and use of 90% drift reducing nozzles

3.7.7 Effects on other terrestrial organisms (Flora and Fauna)

Not relevant.
3.8 Relevance of metabolites (Part B, Section 10)

Clopyralid has no metabolites relevant in ground water (see PART B Section 8 of CHR/H/CPD 300 SL).
Assessment of the relevance of the metabolites is not required.
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4 Conclusion of the national comparative assessment (Art. 50 of Reg-
ulation (EC) No 1107/2009)

Not relevant

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

Metabolism and Residues

Information about residue level in pollen and bee products should be provided by the applicant (post regis-
tration requirement).

Taking into account the date of submission of this document and the time of application, the missing data
may be required after registration of the plant protection product (according to the Authority's arrange-
ments). The date of delivery of the study should be agreed at National Level.
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Appendix 1  Copy of the product authorization

Warszawa, 2017- 11 - Jf]

MINISTER ROLNICTWA
I ROZWOIU WSl

HORwos-7-8219-79/2014/17Major 300 SL

ZEZWOLENIE nr R-7%% 2017

Ma podstawie arl, 28 ust. 1 rozporzadzenia Parlamenty Europejskicgo i Rady (WE) nr 110772000 =
dnia 21 paddziernika 2009 r. dofvesgeego wevowadzanio do ohrofu Srodidw ochrany rodlin i
uchylajgeego dyrektywy Rady 79/117/WE | 91/414EWG (Dz. Urz. UE L 309 z 24.11.2009, sir. 1. #
poin, zm.) w zwigzku 2 art. 3 ust. 1 pkt 1 li. b ustawy z dnia 8 marca 2013 r. o Srodkach ochrony
rodlin (Dz. U. 2 2017 r. poz. 50, z pédn. zm.) po rozpatrzeniu wniosku z dnia 28 kwietnia 2014 1.
ztoonego przez spatke Innvigo Sp. z 0.0 AL Jerozolimskie 178, 02-486 Warszawa, rerwalam na
wprowadzanie do ohrotu nastepujacego drodka ochrony roslin:

I DANE IDENTYFIKUJACE SRODEK OCHRONY ROSLIN

[1.[Nazwa srodka ochrony rodlin: Major 300 SL ==
2. | Producent Srodka ochrony roglin: Innvigo Sp. z 0.0, Al Jerozolimskie |78,
(2-486 Warszawa,
3, | Rondeaj srodka ochrony rodling herhicyd i

4, | Narwa rwycrajowa substancii cIynnej zawartej

w srodku ochrony rodlin wraz 2 okredleniem jgj

Zawartose; chlopyralid - 300 g/l (26,13 %)

11 KLASYFIKACJTA SRODKA OCHRONY ROSLIN
Na podsiawie art 13 rozporzgdzenia Parlamentu Europejskiego | Rady (WE) nr 127272008
z dnia 16 grodnia 2008 r. w sprowie Hasgikegii, cenakowania packowenia  suhstanci
i mifeszanin, smtentcygeym | wehylaigoym dyrektywy 67548 EWG | 19904 5TWE oras swienicajgeym
rorporzgdzente  (WE) wr 10072006 (D U UE L 353 = 3LI122008 st 1.
# poén. zm.) Srodek ochrony rodlin Major 300 S1. zostal sklasyfikowany w sposob nastepujaey:
Klasy i kategorie zagrodenia wraz ze zwrolami wskseujacymi rodzaj zagrozenia;
1. Powadne usekodzenic oczw/dzialanie drazniace na ocey, ketcgoria zagrozenia 2:

H319% - Deiala dragnigco na ooey.
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2. Stwarzajace zagrozenie dla srodowiska wodnego — 2agrodenie preewlekle, kategoria 3:

H412 - Dziata szkodliwie na organizmy wodne, powaodujae diugotrwate skutkl,

I WARUNKT STOSOWANIA SRODKA OCHRONY ROSLIN

1

¥
H

Rodliny, produkey rodlinne lub ohszary nieswigzane z rolnictwem, na ktére srodek ochrony rodlin
mode bvd stosowany, wraz #c wskazaniem maksymalne] dawlki Srodka dla kaddorazowego

rastosowania oraz liczby zabiegdw w sezonic wegetacyjnvm:

| Rogling, produkty  roslinne  [ub [ Maksymalna dawka lub stezenic Maksymalna
: ohszary niezwinzane z drod ks liczba mbiegow
| rolnictwen. na  ktore  Srodek W sEEDnie
[ ochrony  rodling mode  byé WeEetacy iy m:
| SIOSOWAITY:

rzepak ozimy 0.4 I'ha [

psrEnica oZima 4 Iha |

burak cuknowy pojedvnczo: (04 Vha I

fub
w systemie dawek deielonyeh: 0.2 1'ha 3

Cr_lc do j.ai-:i:h srodek  ochrony  roslin moze bye  stosowany, odstepy  ceasu  migdzy
poszczegdlnymi zabiegami. a takie okres od ostatniego zastosowania Srodka do dnia zbiors
rosliny uprawnej sostaby wskazane w etykiecie Srodka, stanowigee) zatgcenik do niniejszego
repwolenia.

Kategeria uzvikownikow przez kidrveh srodek ochrony rodlin mode byé stosowany: uzyvtkownicy

profesjonalmi.

IV WARUNKI WPROWADZANIA SRODKA OCHRONY ROSLIN DO OBROTU

L

L)

Pajemnosd opakowania i material z kidrego wykonane jest opakowanie w kidrvm stodek mode
b wprowadzany do obrom:

Pojemnoss opakowania; Materiak:
| 250 ml, 500 ml, 1 L350 101 HDPE/FPA

Fatacenik do zerwolenia na wprowadzanie do obrotu srodka ochrony roslin Major 3000 51
stanowi etvkieta srodka ochrony roslin.

Zezwolenie na wprowadzanie do obrotu srodka ochrony roslin Major 300 SL jest wazne do dmia
0042019 r,

Po uphywie ww. terminu wainoici zezwolenia okres na zufyeie istnigjacych zapasdw drodka jest
OEranicrony:

= do dnia 30102019 r. w odniesieniu do sprzedazy i dystrybucji $rodka ochrony roflin Major

300 5L wprowadzenego do obrotu przed dniem uphywu waznosci zerwolenia,

—do dmia 30, 102020 r. w odniesieniu do jego unieszkodliwiania. preechowyowania 1 stosowania,
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dopuszezalnych poziomiw pozostaleicl pestvovddw w 2iwnafel | passy pachedzenia voslinnega |
swierzgcege (Dz. Urz. UE L 70 2 16.03.2005 r., str. 1, 2 poén. zm. ).

6. Potwierdzono skutecznosé dzialania frodka w zakresie okreslomym w etykiecie stanowiges
zalgeznik do ninigjszeps zezwolenia oraz nie wykazano niepoiadanepn driatania na rosliny i
produkty roslinne.

Komisje do spraw Srodkdw Ochrony Roslin uchwala ne 23172017 w dniu 24 pardziernika 2017 r.
pozvivwnie zaopiniowata wniosek w sprawie wydania zezwolenia na wprowadzanie do obrotu srodka

ochrony roslin Major 30051,

Przv okreflaniu terminu wainosei zerwolenia uwzgledniono przepisy art. 32 rozporzadzenia
Parlamentu Evropejskicgo i Rady (WE) nr 1107/200%, zgodnie z knorvmi waimodé zezwolenia ustala
sig ma okres niepreekraczajacy roku od daty wygasniecin wainoéei zatwierdzenia substancii czvnne
zawartej w danym drodku ochromy rosling W zwiazku 2 powyiszym, uwzgledniajge termin
zatwierdzenia substancii czynnej zawarte] w przedmiotowym frodku, okreslony w rozporzgdzeniu
wykonawezym Komisji (UE) nr 540:2011, termin waimosci zezwolenia srodka ochrony rodlin Major
300 5L uphywa z dnien 31 grudnia 2019 r,

Majac na uwadze powyksze, postancwiona jek w rozstrey gnisciu.

Od decyzii nie shiry odwolanie. Strona niezadowalona 2 decyzji mode jednak zwrocic sic do Minisira
Rolnictwa | Rozwoju Wsi z wnioskiem o ponowne rozpatrzenie sprawy w terminie 14 dni od dnia
dorgezenia decyzji. Jegeli strona nie chee skorzystad ¥ prawa zwrdcenia sig z wnioskiem o ponawne
rogpatrzenie sprawy moze wniesé do Wojewddzkiego Sadu Administracyinego w Warszawie sharpe
na decyzje w terminie 30 dni od dnia doreczenia tej decyzji. Skarge wnosi sig za posrednictwem

Ministra Rolnictwa | Rozwoju Wi

Czynnodei ewiazane & wydaniem przedmictowej decyzi podlegaja oplacie na podstawie art, 15 ust. |
ustawy o rodkach ochrony rosfin. Wozwiazke z powyzszym wydanic tej decvzji nie podlega
nbowiazkowi uiszczenia oplaty skarbowe|. zgodnie art. 3 ustawy 2 dnia 16 listnpada ?h_ﬂﬁ_ r. a aplarie
skarbowe (Dz. U. 2 2016 r. poz. 1827 7 pién. zm). . A

o \ f
brrvinn i w1 ._'|
(e pwrotnym dowodem dorgezenia) Bogmbig |,
Pani Teresa Paczkowska I:ITW' 5T
DER =

I Ty =
Petnomocnik spotki Innvige Sp. 2 0.0, HADOWLL ] ‘kﬂl IRONY ROSLIN
Al Jerozolimskic |78 '

02486 Warszawa
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Warszawa, 2017- 11 -7

MINISTER ROLNICTWA
TROZWOJU WSI

HORwos-7-8219-79/2014/1 7/Cloe 300 SL.
ZEZWOLENIE nr R-257 2017

Ma podstawie art, 28 ust. | rozporzadzenia Parlamentu Europejskiego i Rady (WE) nr 110772009 2
dnia 21 pasdeiernika 2000 r, detyvezgoege wprowadzania do obrome Srodkow ochrony roilin |
uchvlajgeego dyvektiwy Rady 7W1ITWE | 01414/ EWG (Dz. Urz. UE L 309 z 24,11 2009, sir. 1, 2
pidn. zm.) w zwigzku z art, 3 usi. | pkt 1 Iit. b ustawy z dnia 8 marca 2013 r. o Sradkach eclrony
rodiin (Dz, U, 2 2007 1. poz. 50, z pdim. zm.) po rozpatrzeniv wniosku 7 dria 8 sietpnia 2016 r.
zlodonego przez spélke Innvigo Sp. z 0.0., Al Jerozolimskie I78, 02-486 Warszawa, zerwalam na
wprowadzanie do obrotu nastepujacego srodia ochrony roslin:

I DANE IDENTYFIKUJACE SRODEK OCHRONY ROSLIN

[1. [Nazwa Srodka ochrony roéling Cloe 300 51, =
2. | Producent érodka achrony roslin: | Innvigo 8p. 2 0.0, AL lerozolimskie 178, |
(2-486 Warseawa,
3. | Redzaj $rodka ochrony roslin herbicyd
[
4. Nazwa zwyezajowa substancji caynnej zawarg | ) '
w srodku echrony roslin weaz 7 okredleniom jej
EAWartnsci: chlopyralid - 300 g/l (26,13 %) |

I KLASYFIKACJA SRODKA OCHRONY ROSLIN

Na podstawie art. |3 rozporzadzenia Parlamentu Europejskiego | Rady (WE) nr 127272008
£ dnia 16 grudnia 2008 r. w sprawie Masyfikacii, ezmakowania | pakowania sufrstamcyi
{ migszanin, smieniajgcym uchplalgeym dyeektwy 67/5L8EWG | 199995 WE oras zmienialgovm
rozporzgzenic  (WE)  we 19072006 (Dz Ure. UE L 353 . 3L122008 s L
2 pdan. zm.} drodek ochrony rodlin Cloe 300 SL zostal sklasyfikowany w sposih nastepuigey:
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SL wprowadzonego do obrotu przed dniem uplywu wainodei zezwolenia,
— do dnia 30.10.2020 r. w odniesieniy do Jego unieszkodliwiania. przechowywania i stosowania,

Uzasadnienie

Whioskiem 2 dnia 8 sierpnia 2016 r. spotka Przedsiebiorstwo Uslugowo-Handlowe CHEMIROL S5p.z
o0, 2 siedziba w Mogilnie, wystapits o wydanie zerwolenia na wprowadzanie do obrotu Srodka
ochrony roslin Cloe 300 SL.

W tokn prowadzonego postepowania administracyjneao strona pismem z dnia 3 listopada 2017 1.
poinformowata o emianie whicskodawey oraz producents érodka cehrony rodlin Cloe 300 SL na
Inmvigo Sp. z oo, Al Jerozolimskie 178, 02-486 Warszawa. Fowyisza rmiana zosiats
zaakceplowana,

Ma mocy art. 9 ust. | pke. | ustawy o srodkach ochrony roélin minister wiasciwy do spraw rolnictwa
preckazal przediozong weaz 2 waioskiem dokumentacje dotvezacy whioskowanego frodka nchrcum-
roslin podmiotom upowainionym, o ktarych mowa wart, 10 st | wyej wikazane] ustawy,

Majac na uwadze art. 29 uat, | roeporzadeenia Parfamenty Europejskiego i Hady (WE) nr 1 107/2009

oraz oceny i raperty opracowane preez Instytut Ochrony Srodowiska — Panstwowy Instytut Badawczy

w Warszawie z maja 2017 r, wraz 2 wzupehieniami z sierpnia 2017 r., stwierdzono co nastgpuje:

I. W sklad  preedmictowege  drodka ochrony  modlin - wehodzi substancia  czynna
chlopyralid dopuszezona do stosowania w érodkach ochrony rodlin przez Komisje Europejska i
spehiajaca warunki ewigzane = g viyciem okredlone w rozporzadzeniv wykonawezym Komisji
(UE) nr 5402011 z dnia 25 maja 2011 r. W Eprawie wykomania rozporsgdsenia Parlanmenty
Europejskiego i Rady (WE) nr 11072009 w odniesienin do wykazu satwierdzonych suhstancii
cxymyeh(Dz, Urz, UE L 153 2 11.06.201 1, str, I. z podn. zm.).

2. Okreslono wlasciwodei fizycene i chemicene Srodka ochrony rodlin orge potwierdzona, 2e % one
odpowiednie do zakresu stosowania, przechowywania i transporty, okreslono rodzaj | zawartnéé
substancji czynnej oraz innych substancii drodka ochrony rodlin, w tym zanieczryszezen

@ znaczeniu toksvkologicanym i ekotnkaykalagicznym,

[

. Okredlono wladeiwy dla preedmiotowego frodka rodzaj opakowan, ¥ wweglednieniem materialy, =
ktéirych sq one wykonane, sposobu ich wykonania oraz ich wymiardw | pojemnosci, wymiary
abwioru, w tvm zamknigcia | sposobu uszrezelnienia,

4. Srodek ochrony rodlin stosowany zgodnic z przeznaczeniem nie wykazuje zagrozenia dla zdrowia

czlowieka, zwierzat lub Srodowiska, a w szezegdlnodel wid powierzchniowych i podziemnych,
w tym wody przeznaczonej do spozyeia oraz nie wykazuje niepozadanego oddzialywania na
arganizmy niebedgce celem Jeeo zastosowania,

5. Ustalony zostal najwyiszy dopuszeralny poriom pozostalodei w drodkach spodywezyeh, kidry

obejmuje zakres stosowania érodka, zgodny 7 wartodciami okredlonymi w rozporzadeeniu (WE) or

3
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306/2005 Parlamentu Europejskiego i Rady z dnia 23 lutego 2005 . w odniesienin do napwyiszvch
dopussezalmyeh posiomdw pozastalaici pestieydiw w ywnoscl | paszy puchodzenia roslimege |
swierspeego (D Urg, UEL 70 2 16.03.2003 ., sir. 1. z pogn. 2m. }.

6. Potwierdzono skutecznosé dzialania érodka w zakresie okreslonym w etvkiecie stanowiacej
ralacznik do ninicjszego zexwolenia oraz nie wykazano niepozadanego dziatania na rosliny i

produkty roglinne.

Komisja do spraw Srodkéw Ochrony Rodlin uehwaly nr 2322017 w dniu 24 pazdeiernika 2017 r.
panvtywnie zaopiniowala wiiosck w sprawie wydania zezwolenia na wprowadzanie do obrotu drodka

ochrony roflin Cloe 300 5L.

Przy okredlaniu terminu waznasci sepwolenia uwzgledniono przepisy art, 32 roeporzgdzenia
Parlamentu Europeiskiego i Rady (WE) nr 110772009, zgodnie 2 ktérymi wanosc zerwolcnia ustala
sig ma okres nieprzekraczajacy roku od daty wyvgasniecia waznosci zatwierdzenia substancji CZynnej
zawartg] w danvm frodku ochromy rolin, W ewiazku zpowyiszvm. uwzgledniajgc fermin
satwierdzenia substancji czvangj zawarte] w prredmiotowym srodku, okredlony w rozporzadeeniu
wykonawezym Komisji (UE) nr $40/2011, termin wainodel zexwolenia srodka ochrony rodlin Cloe

300 5L uplywa 7 dniem 31 grudnia 2019 T,
Majac na nwadze powyisze, postanowiono jak w rozstrey Enigciu.

O deeyzji nie shuzy odwolanie. Strona niezadawolona 2 decyzji mote jednak ewrcié sig do Mimistra
Rolnictwa i Rozwoju Wsi z wnioskiem o ponowne rozpatrzenie sprawy w terminie 14 dni od dnia
doreczenia decyzii. Jedeli strona nie chee skorzystad = prawa zwrocenia sig z wnioskiem o ponowne
rozpatrrenie sprawy mode wiiesé do Wajewddzkiepn Sadu Administracyjnego w Warszawic skargg
na decyzie w terminie 30 dni od dnia dorgezenia tej decyzii. Skarge whosi sig za podrednictwen

Ministra Rolnictwa i Rozwoju Wsi,

Czynnosci zwiazane # wydaniem preedmiotowej decyzji podlegajy optacie na podstawie art. 15 ust. |
ustawy o srodiach achromy redlin. W pwigrkn 7 powydszym wydanie e decyzii nie podlega
obowigzkowi uiszezenia oplaty skarbowej. 2godnic art. 3 ustawy z dnia 1% listni:uda 2006 1. o aplacie

skarbowej (Dz. U, z 2016 r. poz.1827 z pdin. zm).

Otrryvmuje; f} ] '
{za zwrotnym dowodem dorgezenia) ;,f“" ,\« fééb1,

Pani Teresa Paczkowska o h‘l'HF-l; I[ B
Pelnomacnik spotki Innvige Sp. 7 0.0, i ,u]._ H‘{"f_{a{c{frﬁ _—
Al Jerozolimskie 178

02486 Warszawa
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Warszawa, 2017- 11 - 40

MINISTER ROLNICTWA
T ROZWOIL W5

HORwos-7-8219-79/2014/1 T/ProSto 300 SL
ZEZWOLENIE or R-2 58 2017

Ma podstawie art. 28 ust. 1 rozporzadrenia Parlamentu Europejskiego i Rady (WE) ar | 107/2009 2
dnig 21 paddziernika 2009 1, dotcsgoege wprowadzamia do obroty Srodkdw achrony roslin |
uchylajgcego dyvekywy Rady 79/117/WE { 91/414/EWG (Dz. Urz. UE L 309 2 24.11,2009, sir. 1. 2
pidn. zm.) w zwigzku 2 art, 3 ust. | pkt | lit. b ustawy z dnia 8 marca 2013 . o srodkach ety
rodlin (Dz. 10,z 2007 r. poz. 50, z pédn. zm.} po rozpatrzeniu whiosku z dnia & sierpnia 2016 r.
zlozonego przez spolke Innvigo Sp. 2 0.0, Al Jerozolimskic 178, 02-486 Warszawa, zezwalam na
wprowadzanie do obrotu nastepujgeepo érodka ochrony rolin:

I DANE IDENTYFIKUJACE SRODEK OCHRONY ROSLIN

1. Mazwa srodka ochrony roslin: ProSto 300 SL
2. | Producent érodka ochrony rodlin: Innvigo Sp. zo.o., Al Jerozolimskic 178,
02-486 Warszawa,
3. |Rodzaj srodka ochrony roslin: herbicyd

[ 4. Nazwa zwyczajowa substancji  czynngj Zawanej

w Srodku ochrony rodlin wraz 7 okredleniem jej

Zawartosei; chlopyralid = 300 g/l (26,13 %)

I KLASYFIKACTA SRODKA OCHRONY ROSLIN

Na podstawie art. 13 rozporzadzenia Parlamentu Europejskicge i Rady (WE) nr 127202008
2 dnia 16 grodnia 2008 r. w sprowle Kasyffkocji, cmmokovanioc i pakovwania  substancyi
i mieszanin, zmienigigeym [ wchviafocym dyrekinowy 67/ 548 EWG | 190045 WE oraz smichiafgovm
rozporzgdzenie  (WE} we 19072006 (Dz. Urz. UE L 353 z 31122008 sr. 1.
z podn, zm. ) srodek ochrony rodlin ProSto 300 SL zostal sklasyfikowany w sposioh nastepujgey:
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Klasy i kategorie 2agropenis wraz se swrotami wskazujaevmi rodzaj FEroFenia:
|. Powaine uszkodzenie oczu/dzialanie deaenigee na oczy, kategoria zagrozenia 2:

H319 — Diriata dradnigeo na oczy.

2 Stwarzajace zagrozenie dla srodowiska wodnego — zagrodenie przewlekle. kategoria 3

H412 — Deiala szkodliwie na oreanizmy wodne, powodujge diugotrwale skutki.

I WARUNKI STOSOWANIA SRODKA OCHRONY ROSLIN

]

Rosliny, produkiy roslinne lub obszary niezwigzane 2 rolnictwem, na kidre Srodek ochrony roslin
mode byé stosowany, wraz ze wskaraniem maksymalne) dawki srodka dla kakdorazewego

zastosowania oraz liczhy zabiegdw w sezonie wegetacyjnym:

Rodling. produkty  roslinne  lub Maksymalna dawka lubstezenie | Maksymalna
abszary niezwigzane z $srodka: liczha rabiegdiw
rolnictwen.. na  Ktore  srodek w sezonie
ochrony  rosling moke bl wegetacy jnym:
SospWany: I

I rzepak ozimy 4 1'ha 1

! pazenica ozima (4 1/ha 1

[burak cukrowy pojedynczo: 0,4 Uha 1

| lub

w systemie dawek dzielonyeh: 0.2 Vha 3

Cele do jakich frodek ochrony roslin moze byé stosowany, odstepy czasu miedzy
poszczegblnymi zabiegami, a takie okres od ostatniego zastosowania drodka do dnia zbioru
rosliny uprawnej rostaly wskazane w etvkiecie srodka, stanowiace] zalaeznik do niniejszego
zezwolenia.

Kategoria uzvtkownikdw preez kidoveh srodek ochrony roslin mode byé stosowany! uythownicy

profesjonalini.

IV WARUNKI WPROWADZANIA SRODKA OCHRONY ROSLIN DO OBROTU

s

lad

Pojemnosé opakowania i materizl z ktorego wykonane jest opakowanie w kidryvm srodek moze

hye wprowsdzany du obroi,

Pojemnost opakowania: Materiak:

250 ml. 500 ml, 1L 3L 101 HDPFEFA

Zalacznik do zezwolenia na wprowadzanie do obrotu srodka ochrony roslin ProSto 300 5L
stanowi ervkieta srodka ochrony roslin,

Zezrwolenie na wprowadzanie do obrote srodka ochrony rodlin ProSte 300 SL jest waine do
dnia 30.04. 2019 r.

Po uphywie ww. terminu wa#nosci zezwolenia okres na zuzycie ismiejaeyeh zapasow srodka jest
DETANICR0MY:

= do dnia 30,10.2019 . w adniesieniv do spreedazy 1 dvstrvbucji srodka ochromy rodlin ProSto

2
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1062005 Parlamentu Europejskiego i Rady z dnia 23 lutego 2003 r. w odniesieniu do najwyzszych
dopuszezalnych posiemdw posostalode pestyovddw w Zywmodel | paszy pochodzenia roslinnego I
swierspeegs (Dz, Urz. UE L 70 7 16.03.2005 r., str, L. Z poin, zm.).

6. Potwierdzono skutccznodé dzialania frodka w zakresie okredlonym w etykiecie stanowicej
ralacenik do ninigjszego zezwolenia omz nie wykazano niepodadanege dzialania na rofliny

produkty roslinne.

Komisja do spraw Srodkéw Ochrony Roélin uchwaly nr 233/2017 w dniu 24 pazdziemika 2017 r.
pozyvtvwnie zaopiniowala wniosek w sprawie wydania zezwolenia na wprowadzanic do abrotu Srodka

ochrony roslin ProSto 300 SL.

Prev ckredlaniu terming wainosci zezwolenia uwzgledniono przepisy art. 32 rorporzpdzenia
Parlamentu Europejskiego i Rady (WE) nr 1 107/2009, zgodnie z ktérymi wamose zezwolenia ustala
sie na okres niepreckraczajgcy roku od daty wygasnigcia waznosc zatwierdzenia substancji czynnej
zawarie] w danym Srodku ochrony rodling W zwiazku z powylszym, mazgledniajge termin
zatwierdzenia substancji czynnej zawariej w przedmiotowym srodku, okreslony w rozporzgdzeniu
wykonawezym Komigji (UE) nr 54002011, termin waznosci zerwolenia srodka ochrony roslin ProSto
300 SL uphywa z dniem 31 grudnia 2019 r.

Majac na uwadze powyisze, postanowiono jak w rozstrzygnigeiu.

0 decyzii nie sluzy odwolanie. Strona niezadowolona z decyzji mode jednak swrdcié sig do Ministra
Rolnictwa | Rozwoju Wsi z wnioskiem o ponowne rozpatrzenie sprawy w terminie 14 dni od dnia
dareczenia decyzji. Jezeli strona nie chee skorzystaé z prawa zwricenia sie 2 wnioskiem o ponowne
rozpatTzenie sprawy mode wniesé do Wojewddzkiego Sadu Administracyjnego w Warszawie skargg
na decyzje w terminie 30 dni od dnia dorgezenia tej decyzji. Skarag wnosi si¢ za pofrednictwem
Ministra Rolnictwa 1 Rozwoju Wi,

Crynnosci zwigzane z wydaniem preedmictowe] decyzji podlegaja oplacie na podstawie art. 15 ust. |
ustawy o sredkech echrony roflin. W ozwigrkn 7 powygszym wydanic lr:j de-:}'i',.i?'l_.ﬁ'le _podlv:;a
obowiazkowi uiszezenia oplaty skarbowe]. zgodnie art, 3 ustawy 2 dnia 16 listopada 2006 r. 0. oplacie
skarbowej (Dz. U, 2 2016 1, poz. 1827 z paén. zm), '

Ortraymuje:

{za zwrotnym dowodem dorgezenia}
Pani Teresa Paczkowska
Petnomocnik spitki Inmvigo Sp. 2 0.0,
Al. Jerozolimskie 178

[2-486 Warszawa

48



Page 49 /119

CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Appendix 2 Copy of the product label

Metabolizm i iozostaios’ci

Los i zachowanie w $rodowisku:

Wprowadzono zapisy dla nastepujacych zastosowan:

W celu ochrony wod podziemnych srodek nalezy stosowac:
- co 3 lata

- rzeiak ozimi; wiosna aﬁﬁl. iBBCH 30—50i i0,4 1 iroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x 0,2 | produktu/ha)

- co dwa lata
- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

Ekotoksykologia: zaakceptowano nastgpujace srodki wynikajace z oceny ryzyka:

- W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o szerokosci 1 m od
zbiornikow i ciekow wodnych.

- W celu ochrony roslin oraz stawonogoéw niebedacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od teren6w nieuzytkowanych rolniczo, lub

- 5Sm od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

Wykreslono zwrot H12 Dziata szkodliwie na organizmy wodne, powodujac dlugotrwate skutki.

Skutecznos¢: nie wprowadzono zadnych zmian do etykiet. Jest to odnowienie rejestracji, dlatego zaakcep-
towano wszystkie zapisy jako zgodne z poprzednig rejestracja.

Zakacznik do decyzji MRiRW nr R -z dnia .
zmieniajgcej zezwolenie MRiRW nr R- 237/2017 z dnia 20.11.2017 r.

Posiadacz zezwolenia:
Innvigo Sp. z o0.0., Al Jerozolimskie 178, 02-486 Warszawa, tel. +48 22468 26 70,
e-mail: biuro@innvigo.com

Podmiot odpowiedzialny za koncowe pakowanie i etykietowanie srodka ochrony roslin:

MAJOR 300 SL

Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawarto$¢ substancji czynnej:
Chlopyralid (zwigzek z grupy pochodnych kwasoéw karboksylowych) — 300 g/1 (26,13 %)

Zezwolenie MRiRW nr R-237/2017 z dnia 20.11.2017 r.
ostatnio zmienione decyzja MRiRW nr R -z dnia r.
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Uwaga

H319 Dziata draznigco na oczy.

H335 Moze powodowac¢ podraznienie drog oddechowych.

H412 Dziata odhwicna-oreanizmy-wodnepo :

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

P280 Stosowac rekawice-echronne/ochrong oczu/ochrong twarzy.

P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda przez kilka
minut. Wyjac soczewki kontaktowe, jezeli sg i mozna je tatwo usung¢. Nadal ptu-
P261 kac.

Unika¢ wdychania par/rozpylonej cieczy.

P304 + P340 W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: wyprowadzi¢
lub wynies¢ poszkodowanego na §wieze powietrze i zapewni¢ mu warunki do swo-
bodnego oddychania.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany nalistnie, w formie koncentratu do sporzadza-
nia roztworu wodnego.
Zgodnie z klasyfikacja HRAC substancja czynna zaliczana jest do grupy O.

DZIALANIE NA CHWASTY

Srodek zawiera substancje czynng zaliczang do tzw. sztucznych auksyn, ktora hamuje dziatanie naturalnych
hormonéw roslinnych odpowiedzialnych za wzrost roslin. Srodek zakloca wiele proceséow zachodzacych
w roslinie, w tym procesy podzialu komorek, syntezy bialek i kwasow nukleinowych i proces oddychania
na poziomie komérkowym. Srodek pobierany jest przez liscie chwastow. Najskuteczniej niszczy mtode,
intensywnie rosnace chwasty, od fazy 2-3 lisci do fazy rozety.

| Chwasty $redniowrazliwe: |
 Chwasty odpomne: |
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Srodek stosowany pojedynczo w dawce 0,3-0,4 1/ha

Chwasty wrazliwe:

maruna bezwonna, psianka czarna, rumian polny, rumianek pospolity,
z6ltlica drobnokwiatowa.
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Chwasty $redniowraz- ostrozen polny.
liwe:
Chwasty odporne: dymnica pospolita, fiotek polny.

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciagnikowego opryskiwacza polowego.
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zastosowaniu co trzy lata

Pszenica ozima

Maksymalna dawka dla jednorazowego zastosowania: 0,4 1/ha

Zalecana dawka dla jednorazowego zastosowania: 0,3-0,4 1/ha

Termin stosowania:

zabieg wykonywa¢ wiosna od poczatku krzewienia do konca fazy krzewienia zboza (BBCH 20-29).
Zalecana ilo$¢ wody: 200-300 1/ha.

Zalecane opryskiwanie: sredniokropliste.

Maksymalna liczba zabiegoéw w sezonie wegetacyjnym: 1 w zastosowaniu co dwa lata

1 w zastosowaniu co dwa lata

w zasto-
sowaniu co trzy lata

|

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI STOSOWANIA

Okres od ostatniego zastosowania srodka do dnia zbioru ro§liny uprawnej (okres karencji):
Nie dotyczy

1. Zaleca si¢ stosowanie srodka w temperaturze 10 °C — 12 °C.
2. Strategia zarzadzania odporno$cia
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W celu zminimalizowania ryzyka wystapienia i rozwoju odpornosci chwastow na herbicydy nalezy zgod-

nie z Dobrg Praktykg Rolnicza:

— postepowac §cisle zgodnie ze wskazéwkami zawartymi w etykiecie srodka ochrony roslin —stosowacé
$rodek w zalecanej dawce, w zalecanym terminie zapewniajacym optymalne zwalczanie chwastow,

— dostosowac dobdr srodka chwastobojczego oraz decyzji o wykonaniu zabiegu do panujgcego (ewentu-
alnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkéw dominujacych i progdéw szkodliwo-
Sci,

— stosowac rotacje herbicydow (substancji czynnych) o r6znym mechanizmie dziatania,

— stosowac mieszanke herbicydow (substancji czynnych) o r6znym mechanizmie dziatania,

— stosowaé w rotacji i/lub mieszaninie herbicydy dziatajace na kilka proceséw zyciowych chwastow (o
ré6znym mechanizmie dziatania),

— dostosowac zabiegi uprawowe do warunkoéw panujacych na polu, zwlaszcza do rodzaju i nasilenia
chwastow,

— uzywac réznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

— uzywac¢ kwalifikowanego materiatu siewnego,

— czyS$ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materialu rozmnozeniowego chwastow na inne
stanowiska,

— informowac posiadacza zezwolenia o nie satysfakcjonujagcym zwalczaniu chwastow,

— w celu uzyskania szczegotowych informacji nalezy si¢ skontaktowa¢ z doradca, posiadaczem zezwole-
nia lub przedstawicielem posiadacza zezwolenia.

3. Srodka nie stosowac:

— na ro$liny mokre oraz uszkodzone przez choroby i szkodniki,

— w mieszaninach z nawozami,

— w temperaturze powyzej 25 °C.

4. Podczas stosowania srodka nie dopusci¢ do:

— znoszenia cieczy uzytkowej na sgsiadujace rosliny uprawne,

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

NASTEPSTWO ROSLIN
Jesli uptynelo 125 dni od ostatniego zastosowania produktu, mozna sadzi¢ dowolne uprawy. W przypadku
koniecznosci Wczeéniejszej likwidacji plantacji, dowolna uprawe mozna sadzi¢ po 30 do 125 dniach, z
ograniczeniem aby nie stosowa¢ produktow chlopyralldowych na rosliny naste;pcze na tej sameJ dmaice lub
polu, w mqgu 125d od ostatmego uzy01a WY W W rpadky :

Podczas stosowania $srodka Major 300 SL w mieszaninie z innymi herbicydami nalezy przestrzegac zale-
cen nastepstwa roslin dla srodkéw wchodzacych w sktad mieszaniny.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej objetos¢ wraz z
iloscig srodka. Przed otwarciem zawartoscia opakowania wstrzasna¢. Napetniajac opryskiwacz postgpowac
zgodnie z instrukcjg producenta opryskiwacza. W przypadku braku instrukcji odmierzong ilo$¢ srodka do-
da¢ do zbiornika opryskiwacza napetnionego czgsciowo woda (z wlaczonym mieszadtem).

Oproznione opakowania przeptuka¢ trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
cieczg uzytkowa, uzupetni¢ woda do potrzebnej ilosci i doktadnie wymiesza¢. Po wlaniu $rodka do zbior-
nika opryskiwacza niewyposazonego w mieszadto hydrauliczne, ciecz mechanicznie wymieszacé.

W przypadku przerw w opryskiwaniu, przed ponownym przystgpieniem do pracy ciecz uzytkowa w zbior-
niku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

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

—  jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktérej przeprowadzono
zabieg, lub
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— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng degradacje
substancji czynnych $§rodkéw ochrony roslin, lub
—  unieszkodliwi¢ w inny sposdb, zgodny z przepisami o odpadach.

Po pracy aparature doktadnie wymy¢.

Ze wzgledu na duza wrazliwo$¢ niektorych roslin uprawnych nawet na nieznaczne pozostatosci srodka,
bardzo wazne jest doktadne wymycie opryskiwacza po zabiegu, zwlaszcza przed uzyciem w innych rosli-
nach uprawnych niz zalecane, zgodnie z podanym ponizej sposobem:

— Natychmiast po zabiegu opr6zni¢ zbiornik, usunaé¢ czysta woda resztki cieczy roboczej pozostate
na cze$ciach zewnetrznych opryskiwacza i nastgpnie napetni¢ zbiornik opryskiwacza czysta woda
(minimum 1/10 pojemnosci), wyptukaé zbiornik i wszystkie czgéci sktadowe opryskiwacza i
ponownie oproznic,

— napehi¢ zbiornik wodg dodajac jeden ze Srodkdéw zalecanych do mycia opryskiwaczy i ptukac co
najmniej 10 minut z wiaczonym mieszadtem,

— czeSci sktadowe rozpylaczy rozmontowaé, wymyc¢ i wypluka¢ osobno w roztworze srodka do
mycia opryskiwaczy,

— ponownie wyplukac zbiornik i wszystkie czgsci sktadowe opryskiwacza czysta woda.

Uwaga:
Nie zneutralizowane odpowiednio resztki $rodka pozostawione w opryskiwaczu moga by¢é powodem
uszkodzen roslin uprawnych wrazliwych na ten $rodek.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
OSOB POSTRONNYCH

Przed zastosowaniem Srodka nalezy poinformowac¢ o tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej i ktére zwrocily sie o taka informacije.

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

Stosowac wyltacznie na zewnatrz.

Unika¢ wdychania par/rozpylonej cieczy.

Doktadnie umy¢ rece po uzyciu.

Operator: Stosowac rekawice ochronne, ochrong oczu/twarzy oraz odziez robocza (kombinezon) w trakcie
przygotowywania cieczy uzytkowej oraz odziez robocza w trakcie wykonywania zabiegu.

Pracownik polowy: Stosowa¢ odziez robocza (dtugie spodnie, koszula z dlugim rekawem) w przypadku
stosowania pojedynczo i odziez robocza i regkawice ochronne przypadku stosowania w mieszaninie zbior-
nikowej.

Nie-wprowadzaé-do-oezu;na-skérelubna-odzies

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO
Nie zanieczyszcza¢ wod srodkiem ochrony roslin lub jego opakowaniem. Nie my¢ aparatury w poblizu
wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajace z gospodarstw i drog.

Unikaé niezgodnego z przeznaczeniem uwalniania do Srodowiska.

W celu ochrony wod podziemnych $rodek nalezy stosowac:
-co 3 lata

- rzeﬁak ozimi; wiosna aﬁﬁl. (BBCH 30—50i i0,4 1 ﬁroduktu/ha)

- burak cukrowy, appl. (BBCH 12-14) (3 x0,2 1 produktu/ha)
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- co dwa lata
- burak cukrowy, appl. 120g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

W celu ochrony organizmé6w wodnych konieczne jest wyznaczenie strefy ochronnej o szeroko$ci 1 m od
zbiornikéw i ciekow wodnych.

W celu ochrony roslin oraz stawonogow niebgdacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od terenéw nieuzytkowanych rolniczo, lub

- 5m od teren6w nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

Okres od zastosowania Srodka do dnia, w ktérym na obszar, na ktéorym zastosowano Srodek moga
wejs¢ ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschnigcia cieczy uzytkowej na powierzchni roslin.

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY RO-
SLIN I OPAKOWANIA
Chroni¢ przed dzieé¢mi.
Srodek ochrony roglin przechowywag:
w dobrze wentylowanym miejscu. Przechowywac¢ pojemnik szczelnie zamknigty,
— pod zamknigciem.
— w migjscach lub obiektach, w ktorych zastosowano odpowiednie rozwigzania zabezpieczajace przed
skazeniem Srodowiska oraz dostgpem 0sob trzecich,
— w oryginalnych opakowaniach, w sposob uniemozliwiajacy kontakt z zywnos$cia, napojami lub pasza,
— w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania opréznionych opakowan po srodkach ochrony roslin do innych celow.
Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw niebezpiecznych
Oproznione opakowania po srodku zwréci¢ do sprzedawcy srodkow ochrony roslin bedacych srodkami
niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

W razie konieczno$ci zasiggnigcia porady lekarza nalezy pokaza¢ pojemnik lub etykiete.

W przypadku dostania si¢ do oczu: Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki kontaktowe,
jezeli sa i mozna je tatwo usuna¢. Nadal ptukac.

W przypadku utrzymywania si¢ dziatania draznigcego na oczy: Zasiegnac porady/zgltosi¢ si¢ pod opieke
lekarza.

W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: wyprowadzi¢ lub wynie$¢ poszkodo-
wanego na $wieze powietrze i zapewni¢ warunki do odpoczynku w pozycji umozliwiajacej swobodne od-
dychanie.

W przypadku ztego samopoczucia skontaktowaé sic zOSRODKIEM ZATRUC lub z lekarzem.

Okres waznosci - 4 lata
Data produkcji - ........
Zawarto$¢ netto - ........
Nr partii - ........
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Metabolizm i iozostaloéci

Los i zachowanie w srodowisku: Wprowadzono zapisy dla nastepujacych zastosowan:
W celu ochrony wod podziemnych srodek nalezy stosowac:
-co 3 lata

- rzeﬁak ozimi; wiosna aﬁﬁl. iBBCH 30—50i i0,4 1 ﬁroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x 0,2 | produktu/ha)

- co dwa lata
- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

Ekotoksykologia: zaakceptowano nastepujace srodki wynikajace z oceny ryzyka:

- W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o szerokosci 1 m od
zbiornikéw i ciekow wodnych.

- W celu ochrony roslin oraz stawonogow niebedacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od terendéw nieuzytkowanych rolniczo, lub

- 5Sm od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

Wykres$lono zwrot H12 Dziata szkodliwie na organizmy wodne, powodujac dtugotrwate skutki.

Skutecznos¢: nie wprowadzono zadnych zmian do etykiet. Jest to odnowienie rejestracji, dlatego zaakcep-
towano wszystkie zapisy jako zgodne z poprzednig rejestracja.

Zatacznik do decyzji MRiRW nr R - z dnia
zmieniajgcej zezwolenie MRiRW nr R - 239/2017 z dnia 20.11.2017 r.

Posiadacz zezwolenia:
Innvigo Sp. z o0.0., Al Jerozolimskie 178, 02-486 Warszawa, tel. +48 22468 26 70,

e-mail: biuro@innvigo.com

Podmiot odpowiedzialny za koncowe pakowanie i etykietowanie srodka ochrony roslin:

CLOE 300 SL

Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawarto$¢ substancji czynnej:
Chlopyralid (zwigzek z grupy pochodnych kwaséw karboksylowych) — 300 g/1 (26,13 %)

Zezwolenie MRiRW nr R - 239/2017 z dnia 20.11.2017 r.
ostatnio zmienione decyzja MRiRW nr z dnia r.
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Uwaga

H319 Dziata draznigco na oczy.

H335 Moze powodowa¢ podraznienie drég oddechowych.

H412 Dziata szkodliwie na organizmy wodne, powodujac dlugotrwate skutki.

EUH401 W celu unikni¢cia zagrozen dla zdrowia ludzi i srodowiska, nalezy postepowac
zgodnie z instrukcja uzycia.

P280 Stosowac rekawiee-echronnetochrong oczu/ochrong twarzy.

P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda przez kilka
minut. Wyjac soczewki kontaktowe, jezeli sg i mozna je tatwo usung¢. Nadal ptu-
P261 kac.

Unika¢ wdychania par/rozpylonej cieczy.

P304 + P340 W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: wyprowadzi¢
lub wynies¢ poszkodowanego na Swieze powietrze i zapewni¢ mu warunki do swo-
bodnego oddychania.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany nalistnie, w formie koncentratu do sporzgdza-
nia roztworu wodnego.
Zgodnie z klasyfikacja HRAC substancja czynna zaliczana jest do grupy O.

DZIALANIE NA CHWASTY

Srodek zawiera substancje czynng zaliczang do tzw. sztucznych auksyn, ktora hamuje dziatanie naturalnych
hormonéw ro$linnych odpowiedzialnych za wzrost roslin. Srodek zaktoca wiele procesow zachodzacych
w roslinie, w tym procesy podziatu komoérek, syntezy biatek i kwaséw nukleinowych i proces oddychania
na poziomie komérkowym. Srodek pobierany jest przez liscie chwastow. Najskuteczniej niszczy mtode,
intensywnie rosngce chwasty, od fazy 2-3 lisci do fazy rozety.

Rzepak ozim
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Pszenica ozima
Srodek stosowany pojedynczo w dawce 0,3-0,4 1/ha
Chwasty wrazliwe: maruna bezwonna, psianka czarna, rumian polny, rumianek pospolity,
z6ltlica drobnokwiatowa.
Chwasty $redniowrazliwe: | ostrozen polny.
Chwasty odporne: dymnica pospolita, fiotek polny.

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciagnikowego opryskiwacza polowego.
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W zastosowaniu co trzy lata
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Pszenica ozima

Maksymalna dawka dla jednorazowego zastosowania: 0,4 I/ha

Zalecana dawka dla jednorazowego zastosowania: 0,3-0,4 1/ha

Termin stosowania:

zabieg wykonywa¢ wiosng od poczatku krzewienia do konca fazy krzewienia zboza (BBCH 20-29).
Zalecana ilo$¢ wody: 200-300 I/ha.

Zalecane opryskiwanie: $redniokropliste.

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1 w zastosowaniu co dwa lata

w zastosowaniu co dwa lata

w zasto-
sowaniu co trzy lata

|

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI STOSOWANIA

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

1. Zaleca si¢ stosowanie srodka w temperaturze 10 °C — 12 °C.

2. Strategia zarzadzania odporno$cia

W celu zminimalizowania ryzyka wystgpienia i rozwoju odporno$ci chwastéw na herbicydy nalezy zgod-
nie z Dobrg Praktyka Rolnicza:

— postgpowac $cisle zgodnie ze wskazéwkami zawartymi w etykiecie srodka ochrony roslin —stosowacé
srodek w zalecanej dawce, w zalecanym terminie zapewniajacym optymalne zwalczanie chwastow,
dostosowac¢ dobor §rodka chwastobdjczego oraz decyzji o wykonaniu zabiegu do panujacego (ewentu-
alnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkow dominujacych i progéw szkodliwo-
$ci,

stosowac rotacje herbicydow (substancji czynnych) o r6znym mechanizmie dziatania,

— stosowac mieszanke herbicydow (substancji czynnych) o roznym mechanizmie dzialania,

stosowa¢ w rotacji i/lub mieszaninie herbicydy dziatajace na kilka proceséw zyciowych chwastow (o
r6znym mechanizmie dziatania),
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— dostosowac zabiegi uprawowe do warunkoéw panujacych na polu, zwlaszcza do rodzaju i nasilenia
chwastow,

— uzywac réznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

— uzywac kwalifikowanego materiatu siewnego,

— czyS$ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materialu rozmnozeniowego chwastow na inne
stanowiska,

— informowa¢ posiadacza zezwolenia o nie satysfakcjonujagcym zwalczaniu chwastow,

— w celu uzyskania szczegotowych informacji nalezy si¢ skontaktowa¢ z doradca, posiadaczem zezwole-
nia lub przedstawicielem posiadacza zezwolenia.

3. Srodka nie stosowac:

— na rosliny mokre oraz uszkodzone przez choroby i szkodniki,

— w mieszaninach z nawozami,

— w temperaturze powyzej 25 °C.

4. Podczas stosowania $rodka nie dopusci¢ do:

— znoszenia cieczy uzytkowej na sgsiadujace rosliny uprawne,

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

NASTEPSTWO ROSLIN

Jesli uptyneto 125 dni od ostatniego zastosowania produktu, mozna sadzi¢ dowolne uprawy. W przypadku
koniecznosci wczesniejszej likwidacji plantacji, dowolng uprawe mozna sadzi¢ po 30 do 125 dniach, z
ograniczeniem aby nie stosowa¢ produktow chlopyralidowych na rosliny nastepcze na tej samej dzialce

lub polu W c1qgu 125d od ostatnlego uzy01a za—wwaﬂ&eﬁﬁeslﬂ+eke§eawelwpﬂypadkbﬂet%yeh—me—sa

Podczas stosowania §rodka Cloe 300 SL w mieszaninie z innymi herbicydami nalezy przestrzegac¢ zalecen
nastgpstwa ro$lin dla srodkéw wchodzacych w sktad mieszaniny.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej objetos¢ wraz z
iloscig srodka. Przed otwarciem zawartos$cia opakowania wstrzasna¢. Napetniajac opryskiwacz postgpowac
zgodnie z instrukcja producenta opryskiwacza. W przypadku braku instrukcji odmierzong ilo$¢ $rodka do-
da¢ do zbiornika opryskiwacza napetionego czgsciowo wodg ( z wlaczonym mieszadlem).

Oproéznione opakowania przeptuka¢ trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
ciecza uzytkowa, uzupeti¢ woda do potrzebnej ilosci i doktadnie wymiesza¢. Po wlaniu $rodka do zbior-
nika opryskiwacza niewyposazonego w mieszadto hydrauliczne, ciecz mechanicznie wymieszac.

W przypadku przerw w opryskiwaniu, przed ponownym przystgpieniem do pracy ciecz uzytkowa w zbior-
niku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

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

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

— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajgcych biologiczng degradacje
substancji czynnych §rodkéw ochrony roslin, lub

—  unieszkodliwi¢ w inny sposéb, zgodny z przepisami o odpadach.

Po pracy aparaturg doktadnie wymy¢.

Ze wzgledu na duzg wrazliwo$¢ niektorych roslin uprawnych nawet na nieznaczne pozostatosci srodka,

bardzo wazne jest doktadne wymycie opryskiwacza po zabiegu, zwlaszcza przed uzyciem w innych rosli-
nach uprawnych niz zalecane, zgodnie z podanym ponizej sposobem:

— Natychmiast po zabiegu oprozni¢ zbiornik, usungé czysta woda resztki cieczy roboczej pozostate

na cze$ciach zewngtrznych opryskiwacza i nast¢pnie napetni¢ zbiornik opryskiwacza czystag woda
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(minimum 1/10 pojemnosci), wyptuka¢ zbiornik i wszystkie czesci sktadowe opryskiwacza i
ponownie oproznic,
— napehi¢ zbiornik wodg dodajac jeden ze Srodkdéw zalecanych do mycia opryskiwaczy i ptukac co
najmniej 10 minut z wiaczonym mieszadtem,
— czesci sktadowe rozpylaczy rozmontowaé, wymyc¢ 1 wypluka¢ osobno w roztworze srodka do
mycia opryskiwaczy,
— ponownie wyplukaé zbiornik i wszystkie czgsci sktadowe opryskiwacza czysta woda.
Uwaga:
Nie zneutralizowane odpowiednio resztki §rodka pozostawione w opryskiwaczu moga by¢ powodem
uszkodzen roslin uprawnych wrazliwych na ten $rodek.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
OSOB POSTRONNYCH

Przed zastosowaniem Srodka nalezy poinformowaé o tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej 1 ktore zwrocily sie o taka informacje.

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

Stosowac wyltacznie na zewnatrz.

Unika¢ wdychania par/rozpylonej cieczy.

Doktadnie umy¢ rece po uzyciu.

Operator: Stosowac rekawice ochronne, ochrong oczu/twarzy oraz odziez robocza (kombinezon) w trakcie
przygotowywania cieczy uzytkowej oraz odziez robocza w trakcie wykonywania zabiegu.

Pracownik polowy: Stosowaé odziez robocza (dtugie spodnie, koszula z dlugim r¢kawem) w przypadku
stosowania pojedynczo i odziez robocza i rekawice ochronne przypadku stosowania w mieszaninie zbior-
nikowej.

Nie-wprowadzaé-do-oezu;na-skérelubna-odzies

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO

Nie zanieczyszcza¢ wod $srodkiem ochrony roslin lub jego opakowaniem. Nie my¢ aparatury w poblizu
wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajgce z gospodarstw i drog.
Unika¢ niezgodnego z przeznaczeniem uwalniania do Srodowiska.

W celu ochrony wod podziemnych srodek nalezy stosowac:
- co 3 lata

- rzeﬁak ozimi; wiosna aﬁil. iBBCH 30—50i i0,4 1 ﬁroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x0,2 1 produktu/ha)

- co dwa lata
- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o szerokosci 1 m od
zbiornikow i ciekow wodnych.

W celu ochrony roslin oraz stawonogow niebgdacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od teren6w nieuzytkowanych rolniczo, lub

- Sm od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub
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- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

Okres od zastosowania Srodka do dnia, w ktérym na obszar, na ktérym zastosowano $rodek moga
wej$¢ ludzie oraz zostaé¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschnigcia cieczy uzytkowej na powierzchni roslin.

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY RO-

SLIN I OPAKOWANIA

Chroni¢ przed dziec¢mi.

Srodek ochrony rolin przechowywaé:

— w dobrze wentylowanym miejscu. Przechowywac¢ pojemnik szczelnie zamknigty,

— pod zamknigciem.

— w miejscach lub obiektach, w ktorych zastosowano odpowiednie rozwigzania zabezpieczajace przed
skazeniem Srodowiska oraz dostgpem 0sob trzecich,

— woryginalnych opakowaniach, w spos6b uniemozliwiajacy kontakt z zywnos$cia, napojami lub pasza,

— w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania oproznionych opakowan po srodkach ochrony roslin do innych celow.
Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw niebezpiecznych
Oproznione opakowania po srodku zwréci¢ do sprzedawcy srodkow ochrony roslin bedacych srodkami
niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

W razie koniecznosci zasiggnigcia porady lekarza nalezy pokaza¢ pojemnik lub etykiete.

W przypadku dostania si¢ do oczu: Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki kontaktowe,
jezeli sa i mozna je tatwo usuna¢. Nadal ptukac.

W przypadku utrzymywania si¢ dziatania drazniacego na oczy: Zasiegna¢ porady/zgltosi¢ si¢ pod opieke
lekarza.

W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWYCH: wyprowadzi¢ lub wynie$¢ poszkodo-
wanego na $wieze powietrze i zapewni¢ warunki do odpoczynku w pozycji umozliwiajacej swobodne od-
dychanie.

W przypadku ztego samopoczucia skontaktowaé sic zOSRODKIEM ZATRUC lub z lekarzem.

Okres waznosci - 4 lata
Data produkcji - ........
Zawarto$¢ netto - ........
Nr partii - ........
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Metabolizm i pozostalo$ci

a¥ala e a e ento ne 1y a
OS50 vwath wissiNe cH PJto O—v

Proponowane zastosowania sg zaakceptowane.

Los i zachowanie w srodowisku: Wprowadzono zapisy dla nastgpujacych zastosowan:
W celu ochrony wéd podziemnych $rodek nalezy stosowac:
- co 3 lata

- rzeﬁak ozimi; wiosna aﬁﬁl. iBBCH 30—50i i0,4 1 ﬁroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x 0,2 | produktu/ha)

- co dwa lata
- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

Ekotoksykologia: zaakceptowano nastepujace srodki wynikajace z oceny ryzyka:

- W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o szerokosci 1 m od
zbiornikoéw i ciekow wodnych.

- W celu ochrony roslin oraz stawonogow niebedacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od terendéw nieuzytkowanych rolniczo, lub

- 5Sm od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

Wykreslono zwrot H12 Dziata szkodliwie na organizmy wodne, powodujac dlugotrwate skutki.

Skuteczno$¢: nie wprowadzono zadnych zmian do etykiet. Jest to odnowienie rejestracji, dlatego zaakcep-
towano wszystkie zapisy jako zgodne z poprzednig rejestracja.

Zatacznik do decyzji MRiRW nr R z dnia r.
zmieniajgcej zezwolenie MRiRW nr R - 238/2017 z dnia 20.11.2017 r.

Posiadacz zezwolenia:
Innvigo Sp. z o0.0., Al Jerozolimskie 178, 02-486 Warszawa, tel. +48 22468 26 70,
e-mail: biuro@innvigo.com

Podmiot odpowiedzialny za koncowe pakowanie i etykietowanie srodka ochrony roslin:

PROSTO 300 SL

Srodek przeznaczony do stosowania przez uzytkownikow profesjonalnych

Zawarto$¢ substancji czynne;j:
Chlopyralid (zwigzek z grupy pochodnych kwasoéw karboksylowych) — 300 g/1 (26,13 %)

Zezwolenie MRiRW nr R - 238/2017 z dnia 20.11.2017 r.
ostatnio zmienione decyzja MRiRW nr z dnia r.
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Uwaga

H319 Dziata draznigco na oczy.

H335 Moze powodowa¢ podraznienie drég oddechowych.

H412 i odhwieanoreazat—wodie—powodt

EUH401 W celu unikni¢cia zagrozen dla zdrowia ludzi i srodowiska, nalezy postepowac
zgodnie z instrukcja uzycia.

P280 Stosowac rekawiee-echronnetochrong oczu/ochrong twarzy.

P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie pluka¢ wodg przez kilka
minut. Wyjac soczewki kontaktowe, jezeli sg i mozna je tatwo usung¢. Nadal ptu-
P261 kac.

Unika¢ wdychania par/rozpylonej cieczy.

P304 + P340 W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: wyprowadzi¢
lub wynies¢ poszkodowanego na Swieze powietrze i zapewni¢ mu warunki do swo-
bodnego oddychania.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany nalistnie, w formie koncentratu do sporzgdza-
nia roztworu wodnego.
Zgodnie z klasyfikacja HRAC substancja czynna zaliczana jest do grupy O.

DZIALANIE NA CHWASTY

Srodek zawiera substancje czynng zaliczang do tzw. sztucznych auksyn, ktora hamuje dziatanie naturalnych
hormonéw ro$linnych odpowiedzialnych za wzrost rolin. Srodek zaktdca wiele procesow zachodzacych
w roslinie, w tym procesy podziatu komoérek, syntezy biatek i kwaséw nukleinowych i proces oddychania
na poziomie komérkowym. Srodek pobierany jest przez liscie chwastow. Najskuteczniej niszczy miode,
intensywnie rosngce chwasty, od fazy 2-3 lisci do fazy rozety.
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lf'szenica ozima
Srodek stosowany pojedynczo w dawce 0,3-0,4 1/ha

Chwasty wrazliwe: maruna bezwonna, psianka czarna, rumian polny, rumianek pospolity, zottlica
drobnokwiatowa.

Chwasty $redniowrazliwe: ostrozen polny.

Chwasty odporne: dymnica pospolita, fiotek polny.

STOSOWANIE SRODKA
Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciggnikowego opryskiwacza polowego.
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W zastosowaniu co trzy lata

Maksymalna dawka dla jednorazowego zastosowania: 0,4 I/ha

Zalecana dawka dla jednorazowego zastosowania: 0,3-0,4 1/ha

Termin stosowania:

zabieg wykonywa¢ wiosng od poczatku krzewienia do konca fazy krzewienia zboza (BBCH 20-29).
Zalecana ilos¢ wody: 200-300 I/ha.

Zalecane opryskiwanie: $redniokropliste.

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1 w zastosowaniu co dwa lata

7
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w zastosowaniu co dwa lata

zasto-

sowaniu co trzy lata

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI STOSOWANIA

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

5. Zaleca si¢ stosowanie srodka w temperaturze 10 °C — 12 °C.

6. Strategia zarzadzania odporno$cia

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

— postepowac $cisle zgodnie ze wskazéwkami zawartymi w etykiecie srodka ochrony roslin —stosowacé
$rodek w zalecanej dawce, w zalecanym terminie zapewniajacym optymalne zwalczanie chwastow,
dostosowac¢ dobor §rodka chwastobdjczego oraz decyzji o wykonaniu zabiegu do panujgcego (ewentu-
alnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkoéw dominujacych i progéw szkodliwo-
Sci,

stosowac rotacje herbicydow (substancji czynnych) o réznym mechanizmie dziatania,

— stosowac mieszanke herbicydow (substancji czynnych) o roznym mechanizmie dzialania,

stosowa¢ w rotacji i/lub mieszaninie herbicydy dziatajace na kilka proceséw zyciowych chwastow (o
r6znym mechanizmie dziatania),

dostosowac zabiegi uprawowe do warunkdéw panujgcych na polu, zwlaszcza do rodzaju i nasilenia
chwastow,

— uzywac réznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

uzywa¢ kwalifikowanego materiatu siewnego,

— czyS$ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materialu rozmnozeniowego chwastow na inne
stanowiska,

informowac posiadacza zezwolenia o nie satysfakcjonujacym zwalczaniu chwastow,
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— w celu uzyskania szczegotowych informacji nalezy si¢ skontaktowaé z doradca, posiadaczem zezwole-
nia lub przedstawicielem posiadacza zezwolenia.

7. Srodka nie stosowac:

— na rosliny mokre oraz uszkodzone przez choroby i szkodniki,

— W mieszaninach z nawozami,

— w temperaturze powyzej 25 °C.

8. Podczas stosowania $rodka nie dopusci¢ do:

— znoszenia cieczy uzytkowej na sasiadujace rosliny uprawne,

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

NASTEPSTWO ROSLIN

Jesli uptyneto 125 dni od ostatniego zastosowania produktu, mozna sadzi¢ dowolne uprawy. W przypadku
koniecznosci wczesniejszej likwidacji plantacji, dowolng uprawe mozna sadzi¢ po 30 do 125 dniach, z
ograniczeniem aby nie stosowa¢ produktow chlopyralidowych na rosliny nastepcze na tej samej dzialce

lub polu W c1qgu 125d od ostatnlego uzy01a za—wiyﬁ@ﬂ&em—reslﬂ%eﬁewyeh—whpﬂﬂaadku—kteﬁ%eh—me—sq

Podczas stosowania $rodka Prosto 300 SL w mieszaninie z innymi herbicydami nalezy przestrzegac zale-
cen nastepstwa roslin dla srodkow wchodzacych w sktad mieszaniny.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej objetos¢ wraz z
iloscig srodka. Przed otwarciem zawartoscia opakowania wstrzasna¢. Napetniajac opryskiwacz postepowac
zgodnie z instrukcja producenta opryskiwacza. W przypadku braku instrukcji odmierzong ilos¢ $rodka do-
da¢ do zbiornika opryskiwacza napetionego czgsciowo wodg ( z wlaczonym mieszadlem).

Oproznione opakowania przeptukaé¢ trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
ciecza uzytkowa, uzupeti¢ woda do potrzebnej ilosci i doktadnie wymiesza¢. Po wlaniu $rodka do zbior-
nika opryskiwacza niewyposazonego w mieszadto hydrauliczne, ciecz mechanicznie wymieszac.

W przypadku przerw w opryskiwaniu, przed ponownym przystgpieniem do pracy ciecz uzytkowa w zbior-
niku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

Resztki cieczy uzytkowej oraz wode uzyta do mycia aparatury nalezy:

— jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktérej przeprowadzono
zabieg, lub

— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng degradacje
substancji czynnych srodkéw ochrony roslin, lub

—  unieszkodliwi¢ w inny sposdb, zgodny z przepisami o odpadach.

Po pracy aparaturg doktadnie wymy¢.

Ze wzgledu na duzg wrazliwo$¢ niektorych roslin uprawnych nawet na nieznaczne pozostatosci srodka,
bardzo wazne jest doktadne wymycie opryskiwacza po zabiegu, zwlaszcza przed uzyciem w innych rosli-
nach uprawnych niz zalecane, zgodnie z podanym ponizej sposobem:

— Natychmiast po zabiegu oprozni¢ zbiornik, usungé czysta wodg resztki cieczy roboczej pozostate
na cze$ciach zewngtrznych opryskiwacza i nast¢pnie napetni¢ zbiornik opryskiwacza czystag woda
(minimum 1/10 pojemnos$ci), wyptuka¢ zbiornik i wszystkie czesci sktadowe opryskiwacza i
ponownie oproznié,

— napehi¢ zbiornik wodg dodajac jeden ze Srodkdéw zalecanych do mycia opryskiwaczy i ptukac co
najmniej 10 minut z wigczonym mieszadtem,

— czeSci sktadowe rozpylaczy rozmontowaé, wymyc¢ i wypluka¢ osobno w roztworze srodka do
mycia opryskiwaczy,

— ponownie wyplukac zbiornik i wszystkie czesci sktadowe opryskiwacza czystag woda.

Uwaga:
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Nie zneutralizowane odpowiednio resztki $rodka pozostawione w opryskiwaczu moga by¢é powodem
uszkodzen roslin uprawnych wrazliwych na ten srodek.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
OSOB POSTRONNYCH

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

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

Stosowac wyltacznie na zewnatrz.

Unika¢ wdychania par/rozpylonej cieczy.

Doktadnie umy¢ rece po uzyciu.

Operator: Stosowac rekawice ochronne, ochrone oczu/twarzy oraz odziez robocza (kombinezon) w trakcie
przygotowywania cieczy uzytkowej oraz odziez robocza w trakcie wykonywania zabiegu.

Pracownik polowy: Stosowa¢ odziez robocza (dtugie spodnie, koszula z dlugim rekawem) w przypadku
stosowania pojedynczo i odziez roboczg i r¢kawice ochronne przypadku stosowania w mieszaninie zbior-
nikowe;j.

Nie-wprowadzaé-do-oezanaskore lubna-odziex

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO
Nie zanieczyszcza¢ wod srodkiem ochrony roslin lub jego opakowaniem. Nie my¢ aparatury w poblizu
wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajace z gospodarstw i drog.

Unikaé niezgodnego z przeznaczeniem uwalniania do srodowiska.

W celu ochrony wod podziemnych $rodek nalezy stosowac:
- co 3 lata

- rzeﬁak ozimi; wiosna aﬁil. iBBCH 30—50i i0,4 1 iroduktu/hai

- burak cukrowy, appl. (BBCH 12-14) (3 x0,2 I produktu/ha)

- co dwa lata
- burak cukrowy, appl. 120 g s.a./ha, (BBCH 12-14) (0,4 1 produktu/ha)
- pszenica ozima appl. 120 g s.a./ha (BBCH 20-29), (0,4 1 produktu/ha)

W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o szerokosci 1 m od
zbiornikow i ciekow wodnych.

W celu ochrony roslin oraz stawonogow niebgdacych celem dziatania srodka konieczne jest wyznaczenie
strefy ochronnej o szerokosci:

- 10 m od teren6w nieuzytkowanych rolniczo, lub

- 5Sm od terenéw nieuzytkowanych rolniczo z zastosowaniem 50% redukcji dysz, lub

- Im od terenéw nieuzytkowanych rolniczo z zastosowaniem 90% redukcji dysz.

OKkres od zastosowania Srodka do dnia, w ktorym na obszar, na ktérym zastosowano $rodek moga

wejs¢ ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschnigcia cieczy uzytkowej na powierzchni roslin.
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WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY RO-

SLIN I OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony rolin przechowywaé:

— w dobrze wentylowanym miejscu. Przechowywac pojemnik szczelnie zamkniety,

— pod zamknigciem.

— w miejscach lub obiektach, w ktorych zastosowano odpowiednie rozwigzania zabezpieczajace przed
skazeniem Srodowiska oraz dostgpem 0sob trzecich,

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

— w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania oproznionych opakowan po srodkach ochrony roslin do innych celow.
Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw niebezpiecznych
Oproznione opakowania po srodku zwréci¢ do sprzedawcy srodkow ochrony roslin bedacych srodkami
niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

W razie koniecznosci zasiegniecia porady lekarza nalezy pokazac¢ pojemnik lub etykiete.

W przypadku dostania si¢ do oczu: Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki kontaktowe,
jezeli sa i mozna je fatwo usung¢. Nadal ptukac.

W przypadku utrzymywania si¢ dziatania drazniacego na oczy: Zasiggna¢ porady/zglosi¢ si¢ pod opieke
lekarza.

W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWYCH: wyprowadzi¢ lub wynie$¢ poszkodo-
wanego na $wieze powietrze i zapewni¢ warunki do odpoczynku w pozycji umozliwiajacej swobodne od-
dychanie.

W przypadku ztego samopoczucia skontaktowaé sic zOSRODKIEM ZATRUC lub z lekarzem.

Okres waznosci - 4 lata

Data produkcji - ........

Zawartos¢ netto - ........

Nr partii - ........ Letter of Access

Neotrequired-

The letters of access for active substance copyralid were provided to the Ministry of Agriculture and Rural
Development.

74



Page 75 /119

CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Appendix 2  Lists of data considered for national authorization

List of data submitted by the applicant and relied on

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

Published or not

Al Amin [. 2014 Clopyralid 300 SL (CHR/H/CPD) Stage I: Determination of phys-
icochemical properties of initial preparation and after accelerated
storage

N Y The data protection has not expired Chemirol

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study code no. BF-13/14

GLP - YES

Unpublished

~
Q
la~]
N
=
=
=
=

N Y The data protection has not expired Chemirol

~
@)
S

2.

j—

/02 | Al Amin L. 2015 Clopyralid 300 SL (CHR/H/CPD) Stage II: Determination of the
physicochemical properties after the first year of storage

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study code no. BF-13/14
GLP - YES
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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 pro-
tection
claimed
Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCP 2.1/03

Al Amin L.

2016

Clopyralid 300 SL (CHR/H/CPD) Stage III: Determination of the
physicochemical properties after the second year of storage

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study code no. BF-13/17

GLP - YES

Unpublished

The data protection has not expired

Chemirol

~
@
la~]
N
=
=~
=
i

Al Amin L.

2017

Clopyralid 300 SL (CHR/H/CPD) Stage IV: Determination of the
physicochemical properties after the third year of storage

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study code no. BF-13/17

GLP - YES

Unpublished

The data protection has not expired

Chemirol

KCP 2.1/04

Al Amin I.

2018

Clopyralid 300 SL (CHR/H/CPD) Stage V: Determination of the
physicochemical properties after the fourth year of storage

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study code no. BF-13/17

GLP - YES

Unpublished

The data protection has not expired

Chemirol

2.2.2/01

Fraczak M.

2014

Clopyralid 300 SL (CHR/H/CPD): Determination of oxidizing
properties for liquid

Institute of Industrial Organic Chemistry, Warsaw, Poland

The data protection has not expired

Chemirol
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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 pro-
tection
claimed
Y/N

Justification if data protection is
claimed

Owner

Study Code: BC-16/14-02
GLP - YES
Unpublished

KCP
2.3.1/01

Fraczak M.

2014

Clopyralid 300 SL (CHR/H/CPD) Determination of flash point
and auto-ignition temperature of liquid

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study Code: BC-16/14-01

GLP - YES

Unpublished

The data protection has not expired

Chemirol

KCP
2.3.3/01

Fraczak M.

2014

Clopyralid 300 SL (CHR/H/CPD) Determination of flash point
and auto-ignition temperature of liquid

Institute of Industrial Organic Chemistry, Warsaw, Poland
Study Code: BC-16/14-01

GLP - YES

Unpublished

The data protection has not expired

"I”l

Chemirol
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
‘ Al Amin L 2017
2.8.2/02
2.8.4/05

N Y | The data protection has not expired | Chemirol |
The data protection has not expired

i
i

N N Chemirol
KCP Lacka, E. 2014 | CLOPYRALID 300SL (CHR/H/CPD) Validation of a N Y The data protection has not expired Chemirol
5.1.1/01 method for determination of the active substance content.
BA-11/14

Institute of Industrial Organic Chemistry,

Analytical Department, 6 Annopol Str., 03-236 Warsaw,

Poland

GLP-yes

unpublished

KCP . Validation of the Analytical Method for the Analysis of N V7 Data never submitted before to PL Chemirol
P. Schlewitz 2023 Clopyralid (Sum of Clopyralid, its salts and conjugates) in

5.1.2 High water content, in High Oil content and Dry

Commodities

C2135
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
GLP-yes
unpublished

KCP 6.3/01

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2105

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/02

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2127

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/03

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2128

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/04

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

Data never submitted before to PL

PUH Chemi-
rol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Study No. C2129
GLP YES

Unpublished

KCP 6.3/05

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2130

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/06

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2131

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/07

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2132

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/08

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

Data never submitted before to PL

PUH Chemi-
rol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2133
GLP YES

Unpublished

KCP 6.3/09

C. Lefebvre

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Sugar Beets Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2134

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/10

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2104

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/11

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2120

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/12

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with FAWORYT 300 SL under Field Conditions in

Data never submitted before to PL

PUH Chemi-
rol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2121

GLP YES

Unpublished

KCP 6.3/13

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2122

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/14

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2123

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/15

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2124

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/16

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar

Data never submitted before to PL

PUH Chemi-
rol

82



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Page 83 /119

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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2125

GLP YES

Unpublished

KCP 6.3/17

E. Thomas-Delille

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Oilseed Rape Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022.

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2126

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/18

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2114

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/19

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2115

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP 6.3/20

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2116

GLP YES

Unpublished

Y

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/21

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2117

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/22

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with CHR/H/CPD 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

Study No. C2103

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/23

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2111

GLP YES

Data never submitted before to PL

PUH Chemi-
rol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCP 6.3/24

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France
Study No. C2112

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP 6.3/25

E. Schneider

2023

Determination of Clopyralid (Sum of Clopyralid, its salts and
conjugates) Residues in Winter Wheat Following One Foliar
application with FAWORYT 300 SL under Field Conditions in
Northern Europe in 2022

Study No. C2118

GLP YES

Unpublished

Data never submitted before to PL

PUH Chemi-
rol

KCP7.1.1

2014

CHR/H/CPD Acute oral toxicity study on rats — fixed dose
method.

—

Study code: PO-15/14
GLP - yes
Unpublished

The data protection has not expired

Chemirol

KCP 7.1.2

2014

CHR/H/CPD Acute dermal toxicity study on rats.

—

The data protection has not expired

Chemirol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Study code: DER-9/14
GLP —yes
Unpublished

KCP I

7.1.4/01

2014

CHR/H/CPD In vitro skin corrosion: Transcutaneous elec-
trical resistance test (TER)

—

Study code: OES-9/14
GLP - yes
Unpublished

The data protection has not expired

Chemirol

KCP I

7.1.4/02

2014

CHR/H/CPD Acute skin irritation/corrosion study on rab-
bits.

—

Study code: DDR-4/14
GLP —yes
Unpublished

The data protection has not expired

Chemirol

KCP I

7.1.5/01

2014

CHR/H/CPD Isolated Chicken Eye Test Method for Identi-
fying 1) Chemicals Including Serious Eye Damage and ii)
Chemicals Not Requiring Classifications for Eye Irritation
or Serious Eye Damage

The data protection has not expired

Chemirol

86



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Page 87 /119

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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Study code: ICE-9/14
GLP —yes
Unpublished

KCP
7.1.5/02

2014

CHR/H/CPD Acute eye irritation/corrosion study on rab-
bits.

—

Study code: ODR-7/14
GLP —yes
Unpublished

Y The data protection has not expired

Chemirol

KCP 7.1.6

2014

CHR/H/CPD Skin sensitization study.

—

Study code: Al-9/14
GLP —yes
Unpublished

Y The data protection has not expired

KCPO9.13

M.Zielinska

2021

PEC soil calculations.

KCP9.2.4

M.Zielinska

2021

PECgw calculations.

KCP9.25

M.Zielinska

KCP
10.1.2

2021

PECsw calculations.

2014

CHR/H/CPD - an acute oral toxicity study to rats — Fixed
dose method

Y The data protection has not expired

Chemirol

Chemirol

Chemirol

Chemirol

Chemirol
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CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

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

Published or not

GLP Yes
Unpublished
KCP 10.2 - 2014 | CHR/H/CPD - acute toxicity to rainbow trout (oncorhyn- N Y The data protection has not expired Chemirol
chus

Study Code: 3200612
GLP Yes
Unpublished

KCP 10.2 | A.Evans 2014 | CHR/H/CPD - acute toxicity to water fleas (daphnia magna) N Y The data protection has not expired Chemirol
under static conditions

Smithers Viscient (ESG) Limited Harrogate, UK
Study Code: 3200608

GLP Yes

Unpublished

KCP 10.2 | A.Evans 2014 | CHR/H/CPD — 72h acute toxicity test with freshwater green N Y The data protection has not expired Chemirol
alga, Pseudokirchneriella subcapitata.

Smithers Viscient (ESG) Limited Harrogate, UK
Study Code: 3200609

GLP Yes

Unpublished

KCP 10.2 A.Evans 2014 CHR/H/CPD- 72h acute toxicity test with freshwater green N Y The data protection has not expired Chemirol
alga, Anabaena flos-aguae.

Smithers Viscient (ESG) Limited Harrogate, UK
Study Code: 3200610

GLP Yes

Unpublished

KCP 10.2 | A.Evans 2014 | CHR/H/CPD - 7day growth inhibition test with duckweed, N Y The data protection has not expired Chemirol
Lemna gibba

Smithers Viscient (ESG) Limited Harrogate, UK
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Study Code: 3200611
GLP Yes
Unpublished

KCP 10.2

Agnieszka
Wozniak

2021

Water-sediment Myriophyllum spicatum toxicity test of the
test item Major 300 SL (CHR/H/CPD
300 SL) according to guideline OECD
239

SORBOLAB Research Laboratory LLC
Zaniemyska 11 Street

61-029 Poznan

Study Code: 0038/0030/E

GLP Yes

Unpublished

Data/study report never submitted
before to PL.

Chemirol

KCP 10.3.1

E. Grzebisz

2014

CHR/H/CPD - acute contact and oral toxicity to honeybees
Apis mellifera.

Smithers Viscient (ESG) Limited Harrogate, UK

Study Code: 3200616

GLP Yes

Unpublished

The data protection has not expired

Chemirol

KCP 10.3.1

E. Grzebisz

2014

CHR/H/CPD - acute contact and oral toxicity to honeybees
Apis mellifera.

Smithers Viscient (ESG) Limited Harrogate, UK

Study Code: 3200616

GLP Yes

Unpublished

The data protection has not expired

Chemirol

KCP
10.3.1

M. Grzesica

2021

Honeybees (Apis mellifera L.), Larval Toxicity Test,
Repeated Exposure

EMI/4/15/2021

Ecomelius Institute Sp. z 0.0.

Kalinowa 2, Zaborze

Data/study report never submitted
before to PL.

Chemirol
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Applicant version

Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
43-520 Chybie, Poland
GLP
Unpublished
KCP E. Myrczek 2021 | Honeybees (Apis mellifera L.), Chronic Oral Toxicity Test N Y Data/study report never submitted Chemirol
10.3.1 EMI/4/16/2021 before to PL.

Ecomelius Institute Sp. z o. o.
Kalinowa 2, Zaborze
43-520 Chybie, Poland

GLP

Unpublished
KCP E.Kulesz-Plo- 2016 | An extended laboratory test for evaluating the effects of N Y The data protection has not expired Chemirol
10.3.1.6 szyca CHR/H/CPD 300 SL on the predatory mite, Typhlodromus

pyri (Sch.)

Institute of Organic Industry, Pszczyna, Poland
Study Code B/184/16

GLP Yes
Unpublished
Dossier Documents-Reports

KCP E.Grzebisz 2014 | Extended Acute Toxicity to Aphidius rhopalosiphi in the N Y The data protection has not expired Chemirol
10.3.1.6

Laboratory

Smithers Viscient Ltd., UK

Study Code 3200618

GLP Yes
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Unpublished
Dossier Documents-Reports

KCP
10.3.1.6/01

M. Moll

2017

CHR/H/CPD: Effects on the Ladybird Beetle Coccinella sep-
tempunc-tata under Extended Laboratory Conditions,; Ibacon
GmbH

Arheilger Weg 17 64380 Rossdorf

Germany ;

STUDY CODE: 125681012

GLP No
Unpublished

Data/study report never submitted
before to PL.

Chemirol

KCP
10.3.1.6/02

M. Moll

2017

CHR/H/CPD: Effects on the Lacewing Chrysoperla carnea
under Extended Laboratory Conditions ,; ibacon GmbH
Arheilger Weg 17 64380 Rossdorf

Germany ;

STUDY CODE: 125681047

GLP Yes

Published No

Data/study report never submitted
before to PL.

Chemirol

KCP
10.4.1/01

D. Straube

2017

CHR/H/CPD 300SL: Effects on Reproduction and Growth
of Earthworms Eisenia andrei in Artificial Soil,; ibacon
GmbH Arheilger Weg 17 64380 Rossdorf Germany;
Study No: 125681022

GLP Yes

Published No

Data/study report never submitted
before to PL.

Chemirol

KCP
10.4.2/01

D. Straube

2017

CHR/H/CPD 300SL: Effects on Reproduction of the Col-
lembola Folsomia candida in Artificial Soil,; ibacon GmbH
Arheilger Weg 17 64380 Rossdorf Germany ;

STUDY CODE: 125681016

GLP

Unpublished

Data/study report never submitted
before to PL.

Chemirol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP D. Straube 2017 | CHR/H/CPD 300SL: Effects on Reproduction of the Preda-
10.4.2/02 tory Mite Hypoaspis aculeifer in Artificial Soil,; ibacon
GmbH Study Arheilger Weg 17 64380 Rossdorf Germany ;
STUDY CODE: 125681089

GLP Yes

Published No

Y

Data/study report never submitted
before to PL.

Chemirol

KCP 10.5 E. Grzebisz 2014 | Soil Nitrogen Transformation Test
Smithers Viscient (ESG) Ltd., UK,

Study Code 3200615

GLP Yes
Unpublished

The data protection has not expired

Chemirol

KCP P. Pieczka 2019 | Clopyralid 300 SL (CHR/H/CPD) Terrestrial Plant Test:
10.6/01 Seedling Emergence and Seedling Growth Test;
Fukasiewicz Research Network —

Institute Of Industrial Organic Chemistry Branch Pszczyna
Department of Ecotoxicological Studies

Doswiadczalna 27, 43-200 Pszczyna, Poland;

STUDY CODE: G/205/18

GLP Yes

Published No

Data/study report never submitted
before to PL.

Chemirol

KCP P. Pieczka 2019 | Clopyralid 300 SL (CHR/H/CPD)Terrestrial Plant Test:
10.6/02 Vegetative Vigour Test;; Lukasiewicz Research Network —
Institute of Industrial Organic Chemistry, Branch Pszczyna,
Department of Ecotoxicological Studies, Do$wi-adczalna
27, 43-200 Pszczyna, Poland;

STUDY CODE: G/204/18

Data/study report never submitted
before to PL.

Chemirol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

GLP Yes
Published No

CA2.12/1

Zielinski, J.

2020

Determination of Surface Tension of Clopyralid
BF-16/20

IPO, 6 Annopol St., 03-236

Warszawa

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol

CA 42 (a)/1

Knop, M.

2020

Validation of the Multi-Residue Method QuEChERS for the
Determination of Clopyralid and X36538 in Different Plant
Matrices

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00446

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 42 (a)2

Richter, S.

2020

Independent Laboratory Validation of an Analytical Method for
the Determination of Clopyralid and X36538 in Different Plant
Matrices

Eurofins, EAG Laboratories GmbH, Ulm, Germany

Report No.: S19-00438

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 42 (a)3

Abe, C.

2019a

Validation of an Analytical Method for the Determination of
Clopyralid in Different Matrices of Animal Origin

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00447

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 42 (a)/4

Schweizer, M.

2019

Independent Laboratory Validation of an Analytical Method for
the Determination of Clopyralid in Different Matrices of Animal
Origin

Data/study report never submitted
before to PL

Chemirol
Proplan
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Eurofins, EAG Laboratories GmbH, Ulm, Germany
Report No.: P 5210 G
GLP: yes

Unpublished

CA42
(b)/1

Knop, M.

2019a

Validation of an Analytical Method for the Determination of
Clopyralid in Soil

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00448

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA42
(b)/3

Knop, M.

2019b

Validation of an Analytical Method for the Determination of
Clopyralid in Water

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00449

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 4.2
(b)/4

Richter, S.

2019

Independent Laboratory Validation of an Analytical Method for
the Determination of Clopyralid in Water

Eurofins, EAG Laboratories GmbH, Ulm, Germany

Report No.: P 5211 G

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 42 (c)/1

Kirchherr, M.

2019

Validation of an Analytical Method for the Determination of
Clopyralid in Air

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00451

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA42
(d)/1

Abe, C.

2019b

Development and Validation of an Analytical Method for the
Determination of Clopyralid in Body Fluids

Data/study report never submitted
before to PL

Chemirol
Proplan

94



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment

Applicant version

Page 95 /119

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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

Report No.: S19-00450

GLP: yes

Unpublished

B.6.1.2

T.Erk

2021

Metabolic Stability and Profiling of [14C]Clopyralid in Liver
Microsomes from Human and Rat for Inter-Species Comparison
Study code: S21-07110

Eurofins Agroscience Services EcoChem GmbH

Niefern, Germany

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

B.6.4.1

Ziemianska, S.

2020

Determination of genotoxicity of Clopyralid on reverse mutation
AMES MPF™ Penta I test

Study code: K452/SZ/01

Selvita Services sp. z.0.0

Life Science Park

Bobrzynskiego 14

30-348 Krakow

Poland

GLP/GEP (Y/N): Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol

B.6.4.1

Antonik, J.

2020

In vitro evaluation of Clopyralid genotoxicity using the
Micronucleus Assay

Study code: K445/JA

Selvita Services sp. z.0.0

Life Science Park

Bobrzynskiego 14

30-348 Krakow

Poland

GLP/GEP (Y/N): Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

B.6.4.1

Antonik, J.

2020

In vitro mammalian cell gene mutation test (OECD 490) —
genotoxicity determination of Clopyralid by Mouse Lymphoma
Assay

Study code: K446/JA

Selvita Services sp. z.0.0

Life Science Park

Bobrzynskiego 14

30-348 Krakow

Poland

GLP/GEP (Y/N): Yes

Unpublished

Y

Data/study report never submitted
before to PL

Chemirol

CA
6.1.1/1

Sayed, S.

2020

Storage Stability of Clopyralid in Sugar Beet Leaves with Top
and Sugar Beet Roots under Deep Frozen Conditions

S19-01271

Eurofins Agroscience Services Chem SAS, Vergeze, France
GLP/GEP: Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA6.3.3/2

White, T.

2019

Determination of Residues of Clopyralid after One Applica-
tion of Major 300 SL (CHR/H/CPD 300SL) in Winter Wheat.
One site in Northern France and One Site in Southern France
during 2019

S19-01810

Eurofins Agroscience Services Ltd., Slade Lane, Wilson, UK
GLP/GEP: Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA6.3.3/2

White, T.

2020

Determination of Residues of Clopyralid after One Application of
Major 300 SL (CHR/H/CPD 300SL) in Winter Wheat. One site in
Northern France During 2020

S20-04397

Eurofins Agroscience Services Ltd., Slade Lane, Wilson, UK

Data/study report never submitted
before to PL

Chemirol
Proplan
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

GLP/GEP: Yes
Unpublished

CA6.5.1/1

Hamnett, K.

2019

Nature of “C-Clopyralid in Processed Commodities — high
Temperature Hydrolysis

FR/001648

Fera Science Limited — Centre for Chemical Safety &
Stewardship, Sand Hutton, York, UK

GLP/GEP: Yes
Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA6.6.1/3

McEwen, A.

2021

[14C]-Clopyralid

Metabolism in Rotational Crops

FR/001647

Fera Science Limited — Centre for Chemical Safety &
Stewardship, Sand Hutton, York, UK

GLP/GEP: Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Ciech Group

CA
7.1.1.3/1

Irmer, A.

2019

Clopyralid — Phototransformation of [14C]-Clopyralid — Soil
photolysis

S18-08487

Eurofins Agroscience Services EcoChem, Niefern, Germany
GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA
7.1.2.2.1/5

Ahrens, C.

2020

Clopyralid — Terrestrial Field Dissipation Study in the EU with
Application to Bare Soil under Exclusion of Surface Processes,
2019 —2020

S19-05473

Eurofins Agroscience Services, Stade, Germany

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

CA
7.1.2.2.1/7

Watson, S.

2019

Clopyralid — Kinetic modelling evaluation of data from terrestrial
field dissipation studies for modelling and persistence endpoints.
S20-05101-01/002

Eurofins Agroscience Services Regulatory GmbH, Niefern,
Germany

GLP: no

Unpublished

N

Chemirol
Proplan

CA
7.2.1.2/2

Irmer, A.

2019

Phototransformation of ['4C] Clopyralid in Water — Direct
Photolysis

S18-08486

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA
7.2.22/1

Irmer, A.

2019

Aerobic Mineralisation of [14C]-Clopyralid in Surface Water
S18-08488

Eurofins Agroscience Services EcoChem GmbH, Niefern,
Germany

GLP: yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

CA
8.2.6.2/2

Czarnecka, M.

2019

Clopyralid a.s. Navicula pelliculosa SAG 1050-3, Growth inhibi-
tion test according to the OECD Guideline No. 201 (2006), EU
Method C.3.

Report No. W/29/19

Fukasiewicz Research Network —

Institute of Industrial Organic Chemistry

Pszczyna, Poland

GLP/GEP (Y/N): Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

98



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Page 99 /119

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 pro-
tection
claimed
Y/N

Justification if data protection is
claimed

Owner

CA
8.2.6.2/2

Brzozowska-Wo-
joczek, K.

2019

Clopyralid a.s. Anabaena flos-aquae UTEX B 1444 Growth inhi-
bition test according to the OECD Guideline No. 201 (2006), EU
Method C.3.

Report No. W/28/19

IPO, Department of Ecotoxicological Studies

Pszczyna, Poland

GLP/GEP (Y/N): Yes

Unpublished

Y

Data/study report never submitted
before to PL

Chemirol
Proplan

CA 8.2.7/2

Brzozowska-Wo-
joczek, K.

2019

Clopyralid a.s. Water-sediment Myriophyllum spicatum toxicity
test according to the OECD Guideline No. 239 (2014)

Report No. W/26/19

IPO, Department of Ecotoxicological Studies

Pszczyna, Poland

GLP/GEP (Y/N): Yes

Unpublished

Data/study report never submitted
before to PL

Chemirol
Proplan

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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP 5.2

Vogl, E.

2012

Method Validation Study for the Determination of
Residues of Clopyralid and Picloram in Agricultural
Commodities by LC-MS/MS

120610

ABC Laboratories, Inc., Columbia, Missouri, USA
GLP-yes

unpublished

N

N

NA

DAS

KCP 5.2

2013

Validation of a Multi-residue Method Following the
QuECHERS Sample Preparation Technique for the
Determination of Clopyralid in Matrices of Plant and

NA

DAS
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
Animal Origin
130729
GLP-yes
unpublished
KCP 5.2 2012 | Method Validation Study for the Determination of N N NA DAS

Residues of Clopyralid in Bovine and Poultry Matrices by
Liquid Chromatography with Tandem Mass Spectrometry
Detection

120483

GLP-yes

unpublished

KCP 5.2 2013 | Validation of a Multi-residue Method Following the N N NA DAS
QuEChERS Sample Preparation Technique for the
Determination of Clopyralid in Matrices of Plant and
Animal Origin

130729

GLP-yes

unpublished

KCP 5.2 2012 | Independent Laboratory Validation of an Analytical N N NA DAS
Method for the Determination of Clopyralid in Animal
Matrices

120484

GLP-yes

unpublished

KCP 5.2 | Shaffer, S. 2012 | Method Validation Study for the Determination of N N NA DAS
Residues of Clopyralid and Picloram in Drinking Water,
Ground Water, and Surface Water by LC-MS/MS
120611

ABC Laboratories, Inc., Columbia, Missouri, USA
GLP-yes

unpublished

KCP 5.2 | Vincent, T.P. 2013 | Method Validation Study for the Determination of N N NA DAS
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

Residues of Clopyralid and Picloram in Soil by LC-MS/MS
120612

ABC Laboratories, Inc., Columbia, Missouri, USA
GLP-yes

unpublished
KCP 5.2 | Bacher, R. 2012 | The Development and Validation of a Method for the N N NA DAS
Analysis of Clopyralid in Air

120601
PTRL Europe GmbH, D-89081 Ulm, Germany
GLP-yes
unpublished
KCP 5.2 2014 | Independent Laboratory Validation of a Multi-residue N N NA DAS
Method Following the QuEChERS Sample Preparation
Technique for the Determination of Clopyralid in Matrices
of Plant and Animal Origin

130728
GLP-yes
unpublished
KCP 5.2 | Austin, R. 2012 | Independent Laboratory Validation of Dow AgroSciences N N NA DAS
Method 120610, “Method Validation Study for the
Determination of Residues of Clopyralid and Picloram in
Agricultural Commodities by LC-MS/MS”

120614
Battelle UK Ltd, Ongar, Essex, United Kingdom
GLP-yes
unpublished
KCP 5.2 | Austin, R., Turner, 2013 | Independent Laboratory Validation of Dow AgroSciences N N NA DAS
R. Method 120611, “Method Validation Study for the
Determination of Residues of Clopyralid and Picloram in
Drinking Water, Ground Water, and Surface Water by LC-
MS/MS”

120613
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

Battelle UK Ltd, Ongar, Essex, United Kingdom
GLP-yes

unpublished
KCP 5.2 | Bacher, R. 2012 | The Development and Validation of a Method for the N N NA DAS
Analysis of Clopyralid in Air

120601

PTRL Europe GmbH, D-89081 Ulm, Germany
GLP-yes

unpublished
KCP 5.2 2014 | Development and Validation of an Analytical Method N N NA DAS
for the Determination of Clopyralid in Body Fluid(s)
130727

GLP-yes

unpublished
KCA 6.1 Dial, E., Lindsay, D. 2006 Frozen Storage Stability of Clopyralid in Oilseed Rape N N NA DAS
DAS Study No. 020122.02
CEM Analytical Services (CEMAS), North Ascot, Berkshire, UK
GLP/GEP (Y/N): Yes
Published (Y/N): No

KCA 6.1 Foster, D.R., 1996 Frozen Storage Stability of Clopyralid, 2,4-D in Corn Grain, N N NA DAS
Blakeslee, B.A., Straw and Fodder
Rutherford, B.S. DAS Study No. RES93050.01

Dow Elanco, Indianapolis, Indiana, US
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCA 6.1 Clements, B, Bolton, 1996 Determination of the Stability of Clopyralid Residues in Pasture N N NA DAS
A under Frozen Storage Conditions

DAS Study No. GHE-P-5350

CEM Analytical Services (CEMAS), North Ascot, Berkshire, UK
GLP/GEP (Y/N): Yes

Published (Y/N): No
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCA 6.1 2004 Frozen Storage Stability of Clopyralid in Beef Muscle, Liver, N N NA DAS

Kidney, Milk and Chicken Egg
Study No. 020120.01
GLP/GEP (Y/N): Yes

Published (Y/N): No
LoA

KCA 6.1 2015 Frozen Storage Stability of Clopyralid in Bovine Fat N N NA DAS
Study No. 120602
GLP/GEP (Y/N): Yes
Published (Y/N): No
LoA
KCA6.2.1 | Chapleo So. 2002 | The metabolism of [14C]-Clopyralid in Sugar Beet N N NA DAS
Caley C.Y. DAS Study No. GHE-P-9939
Inveresk Research International, Tranent, East Lothian, United
Kingdom
GLP: Y
Unpublished
KCA 6.2.1 | Guo C. 1996 Metabolism of 14C-Clopyralid in Cabbage N N NA DAS
DAS Study No. GH-C-4289
ABC Laboratories Inc., Columbia, Missouri, USA
GLP: Y
Unpublished
KCA6.2.1 gz{aef;}eco \S(O' 2002 The metabolism of (14C)-Clopyralid in Oilseed Rape N N NA DAS

DAS Study No. GHE-P-9938

Inveresk Research International, Tranent, East Lothian, United
Kingdom

GLP:Y

Unpublished
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCA
6.2.2-6.2.5

2015

A Nature of the Residue Study in the Ruminant with
[14C]Clopyralid

Study No. 130202
GLP/GEP (Y/N): Yes

Published (Y/N): No
LoA

N

NA

DAS

KCA
6.2.2-6.2.5

2014

A Nature of the Residue Study in the Laying Hen with [14C]-
Clopyralid

Study No. 130906
GLP/GEP (Y/N): Yes
Published (Y/N): No

Dow AgroSciences LLC, Indianapolis, Indiana, USA
LoA

NA

DAS

KCA
6.4.1-
6.4.3

1974

Dowco 290 and 2,4-D Chicken Feeding Study
DAS Study No. TA-517

GLP:Y

Unpublished

NA

DAS

KCA
6.4.1-
6.4.3

1975

Residues of Dowco 290 (3,6-dichloropicolinic acid) in Tissues of
Chicken Fed the Herbicide

DAS Study No. GH-C 819
GLP: N
Unpublished

NA

DAS

KCA
6.4.1-
6.4.3

2015

Summary of Clopyralid Livestock Feeding Study: Magnitude of
Residue in Eggs, Muscle, Liver and Fat of Laying Hens

DAS Study No. 150031
Lab Study No. CEMS-6921
GLP: Y

Unpublished

NA

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

Published or not

KCA 1974 Milk Residue Study with Dairy Cows Fed Lontrel Herbicide, Y N NA DAS
6.4.1- Nellite Nematocide and 2,4-D Herbicide: Animal Care, Sampling
6.4.3 and Production Records

DAS Study No. GH-A 579
GLP: N
Unpublished

KCA 1974 | Residues of Dowco 290 (3,6-dichloropicolini acid) in Milk and Y . NA DAS
6.4.1- Cream from Cows Fed the Herbicide

643 DAS Study No. GH-C 745
GLP: N
Unpublished

Residues of Dowco 290 (3,6-dichloropicolini acid) in Bovine
Tissues from Calves Fed the Herbicide

DAS Study No. GH-C 811
GLP: N
Unpublished

Summary of Clopyralid Livestock Feeding Study: Magnitude of
Residue in Milk, Muscle, Liver and Fat of Lactating Dairy Cattle

DAS Study No. 150030
Lab Study No. CEMS-6968
GLP: Y

Unpublished

Processing Study to Determine the Nature of Residues of 14C -
Clopyralid Following the Industrial or Household Preparation

DAS Study No. 140574
Dow AgroSciences LLC, Indianapolis, Indiana, USA
GLP/GEP (Y/N): Yes

Published (Y/N): No
KCA 6.5.1 | Devine, H.C. 2006 Residues of clopyralid in wheat and process fractions at harvest N N NA DAS

KCA 1975
6.4.1-
6.4.3

Y N NA DAS

KCA 2015
6.4.1-
6.4.3

Y N NA DAS

KCA 6.5.1 | Adusumili H. 2014 N N NA DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

following a single application of EF-1498, Northern France -
2005

DAS Study No. GHE-P-11274

CEM Analytical Services - UK GLP/GEP (Y/N): Yes
Published (Y/N): No

KCA 6.6.1

Hall, L. R.

2015

14C -Clopyralid: Metabolism in Confined Rotational Crops with
a 30-Day Plant-back Interval

DAS Study No. 130733

ABC Laboratories, Inc., Columbia, Missouri 65202, USA
GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCA 6.6.1

Yackovich P.R.,
Lardie T.S.
Brink D.L.

1993

A 10-1/2 Month Rotational Crops Study With 14C-Labeled
Clopyralid — MET90080

DAS Study Np. GH-C-2992

Dow AgroSciences LLC, Indianapolis, Indiana, United States
GLP: Y

Unpublished

NA

DAS

KCA 6.6.1

Yackovich P.R.,
Lardie T.S.
Miller J.H.

1989

A 125-Day Rotational Crops Study With 14C-Labelled
Clopyralid

DAS Study Np. GH-C-2277
DowElanco, Midland, Michigan, USA
GLP: Y

Unpublished

NA

DAS

KCA 6.3

Jones, EM
Yuill, MM

1976a

Determination of Residues of 3,6-dichloropicolinic Acid
(DOWCO 290) in Rape Seed Oil and Cake from 1975 Trials
Carried Out by the Boots Company Limited

Dow Chemical Company
DAS Report No.: GHE-P-325
GLP:N

Unpublished

NA

DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCA 6.3

Jones, EM
Yuill, MM

1976b

Determination of Residues of 3,6-dichloropicolinic Acid
(DOWCO 290) in Rape Seed, Cake, Oil and Straw from a Trial
Carried Out in 1975 in Sweden by BT KEMI

Dow Chemical Company
DAS Report No.: GHE-P-337
GLP:N

Unpublished

N

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Oilseed Rape at Intervals and at
Harvest Following Multiple Applications of Lontrel 100 (EF-
1136), EU Northern Zone — 2001.

DAS Report No.: GHE-P-9380
GLP: Y
Unpublished

NA

DAS

KCA 6.3

Freeman JMH
Walker SM

1980

Determination of Residues of 3,6-dichloropicolinic Acid
(DOWCO* 290) in Sugar Beet, Roots and Tops, Treated with
FORMAT** - UK 1980

Dow Chemical Company
DAS Report No.: GHE-P-803
GLP:N

Unpublished

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugarbeet at Intervals Under Open
Field Conditions Following Multiple Applications of Lontrel 100
(EF-1136), Northern France and UK — 2000.

DAS Report No.: GHE-P-9356
GLP: Y
Unpublished

NA

DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugar Beet at Harvest Under Open
Field Conditions Following Multiple Applications of Lontrel 100
(EF-1136), Northern France and UK — 2000.

DAS Report No.: GHE-P-9357
GLP:Y
Unpublished

N

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugar Beet at Intervals and at Harvest
Following Multiple Applications of Lontrel (EF-1136), Northern
Zone —2001.

DAS Report No.: GHE-P-9381
GLP:Y
Unpublished

NA

DAS

KCA 6.3

Freeman, JMH at al

1982

Effect of Length of Period Between Application of CYRONAL*
and Harvest on Residues of 3,6-dichoropicolinic Acid (DOWCO
290**) in Winter Wheat, Winter Barley and Maize — Belgium
1981

Dow Chemical Company
DAS Report No.: GHE-P-943
GLP:N

Unpublished

NA

DAS

KCA 6.3

Freeman, JMH

1984

Clopyralid Residues in Wheat Grain and Straw Treated with
Either LONPAR* or LONTREL* 100 from French Trials, 1983

Dow Chemical Company

DAS Report No.: GHE-P-1258
GLP:N

Unpublished

NA

DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Wheat at Intervals Under Open Field
Conditions Following a Single Application of Lontrel (EF-1136),
UK and Germany — 2000.

Dow Chemical Company

DAS Report No.: GHE-P-9358
GLP:Y

Unpublished

N

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Wheat at Intervals Under Open Field
Conditions Following a Single Application of Lontrel 100 (EF-
1136), EU Northern Zone — 2001.

Dow Chemical Company

DAS Report No.: GHE-P-9385
GLP:Y

Unpublished

NA

DAS

KCA 6.3

Freeman, JMH

1982

Effect of Length of Period Between Application of CYRONAL*
and Harvest on Residues of 3,6-dichoropicolinic Acid (DOWCO
290**) in Winter Wheat, Winter Barley and Maize — Belgium
1981

Dow Chemical Company
DAS Report No.: GHE-P-943
GLP:N

Unpublished

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Barley at Intervals and at Harvest
Following a Single Application of Lontrel 100 (EF-1136), EU
Northern Zone —2001.

DAS Report No.: GHE-P-9383
GLP:Y
Unpublished

NA

DAS

109



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Page 110 /119

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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Barley at Intervals Under Open Field
Conditions Following a Single Application of Lontrel (EF-1136),
UK - 2000.

DAS Report No.: GHE-P-9360
GLP:Y
Unpublished

N

NA

DAS

KCA 6.3

Rawle N.W.
Khoshab A.

2002

Residues of Clopyralid in Barley at Harvest in Open Field
Conditions Following a Single Application of Lontrel 100 (EF-
1136), UK — 2000.

DAS Report No.: GHE-P-9359
GLP:Y
Unpublished

NA

DAS

KCPO9.1.1

Baloch, R.;Grant, R.

1991

Degradation and metabolism of Clopyralid in Soil under Aerobic
Conditions

DAS Report No.GHE-P-2398R

Agricultural Research and Development Center, DowElanco
Limited, Letcombe Laboratory, Letcombe Regis, Wantage, Oxon,
UK.

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCPO9.1.1

Skinner, W.; Jao, N.;
Smith, J. K.

1995

Aerobic Soil Metabolism of [14C]Clopyralid

PTRL West, Inc. 4123-B Lakeside Drive, Richmond, DAS Re-
port No.GHE-C-3598

CA 94806N

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCPO9.1.1

Wardrope, L.

2009

The Degradation of (14C)-Clopyralid in Soil Under Aerobic Con-
ditions

DAS Report No.808711

Charles River Laboratories, Tranent, East Lothian, United King-
dom

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP9.1.1 | Allan, J.; Lowrie, C.; | 2002 The Degradation of C14 Clopyralid in Soil Under Anaerobic N N NA DAS
Hall, B. E. Conditions

DAS Report No.GHE-P-9563

Inveresk Research International, Tranent, East Lothian, United
Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.1 | Schubert, S. 2015 Evaluation of kinetic endpoints for clopyralid from laboratory N N NA DAS
soil degradation studies

DAS Report No. 151039

Dow AgroSciences, Milton Park, UK
GLP/GEP (Y/N): No

Published (Y/N): No

KCP9.1.2 | Rawle, N.; Yon, D. 2002 The dissipation of clopyralid in soil following a single application N N NA DAS
of LONTREL (EF-1136), Denmark and the UK — 2000
DAS Report No. GHE-P-9370

CEMAS

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Rawle, N.; Yon, D. 2002 The dissipation of clopyralid in soil following a single application N N NA DAS
of LONTREL (EF-1136), Germany and Northern France — 2000
DAS Report No. GHE-P-9371

CEMAS

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Kroger, F. 2015 Soil dissipation study with one spring application of GF-1966 N N NA DAS
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

(Clopyralid) at three sites to bare soil in Europe in 2013-2015
Eurofins Agroscience Services, Stade, Germany

Eurofins Study S13-00312

DAS Study No. 130673

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Robinson, P. 2015 Estimation of kinetic endpoints for clopyralid from soil dissipa- N N NA DAS
tion studies.

Dr Knoell Consult Ltd., Cardiff, UK
DAS Study No. 150296

GLP/GEP (Y/N): No

Published (Y/N): No

KCP9.1.2 | Kroger, F. 2016 Soil dissipation study with one spring application of GF-1966 N N NA DAS
(Clopyralid) at one site to bare soil in South Europe in 2015.
Eurofins Agroscience Services, Stade, Germany

Eurofins Study S15-02991

DAS Study No. 150672

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Kroger, F. 2016 Soil dissipation study with one spring application of GF-1966 N N NA DAS
(Clopyralid) at one site to bare soil in South Europe in 2015.
Eurofins Agroscience Services, Stade, Germany

Eurofins Study S15-02992

DAS Study No. 150673

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP 9.1.2 | Robinson, P. 2016 Estimation of kinetic endpoints for clopyralid from field soil dis- N N NA DAS
sipation studies (Southern Europe).
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

Dr Knoell Consult Ltd., Cardiff, UK
DAS Study No. 160486

GLP/GEP (Y/N): No

Published (Y/N): No

KCP9.1.2 | Ahrens, C. & Kroger, | 2017 Final report — Field soil dissipation study with one spring applica- N N NA DAS
F. tion of GF-1966 (Clopyralid) at one site in North EU and one site
in South EU to bare soil in 2016 - 2017. Eurofins Agroscience
Services, Stade, Germany; Eurofins Study S16-01795 DAS Study
No. 160394 GLP/GEP (Y/N): No Published (Y/N): No

KCP9.1.2 | Robinson, P. 2017 Estimation of kinetic endpoints for clopyralid from soil dissipa- N N NA DAS
tion studies (North and South Europe). Dr Knoell Consult Ltd.,
Cardiff, UK DAS Study No. 170481 GLP/GEP (Y/N): No Pub-
lished (Y/N): No

KCP9.1.2 | Reeves, G. L. & Mit- | 2002 Adsorption/Desorption of Clopyralid in Soil: Corrections to Final N N NA DAS
telstaedt, W. Report of Study DW 2/92 from August 1993

DAS Report No.GHE-P-9762

Forschungszentrum Julich GmbH, Julich, Germany
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Buntain, ., Sim- 2015 [14C]-Clopyralid: Adsorption to and Desorption from Five Soils N N NA DAS
monds, M. DAS Report No.130699

Battelle UK Ltd., Chelmsford, Essex, UK
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.1.2 | Schnoder, F. 2004 [14C] Clopyralid: Leaching in outdoor lysimeters following N N NA DAS
spring application to oilseed rape — Final report
DAS Report No.000136

Covarance Laboratories, Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

113



CHR/H/CPD 300SL/Major 300SL, Cloe 300SL, ProSto 300SL
Part A - National Assessment
Applicant version

Page 114 /119

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 pro-
tection
claimed

Y/N

Justification if data protection is

claimed

Owner

KCP9.1.2

Dust, M., Fiihr, F.

1994

Degradation and leaching of clopyralid monoethylamine salt after
post emergence application of LONTREL 100 to winter rape in
German lysimeters

DAS Report No.GHE-P-4037

Forschungszentrum Julich GmbH, Julich, Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

N

NA

DAS

KCPO9.1.2

Brumhard, B., Fiihr,
F., Baloch, R.

1994

Behaviour of [2,6 14C] Clopyralid (LONTREL¥*) in a sandy
Pseudogley Braunerde after post-emergence application to sugar
beet

DAS Report No.GHE-P-2908

Forschungszentrum Julich GmbH, Julich, Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCPO9.1.2

Brumhard, B.,
Baloch, R., Fiihr, F.

1994

Behaviour of [2,6 14C] clopyralid formulated as LONTREL 100
in Parabraunerde (Orthic Luvisol) after post emergence applica-
tion to sugar beet lysimeters

DAS Report No.GHE-P-2580

Forschungszentrum Julich GmbH, Julich, Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCPO9.1.2

Smith-Drake, J. K.

2000

Hydrolysis of 14C Clopyralid in Natural Water And Buffered
Water as a Function of pH

DAS Report No.000132

Dow AgroSciences LLC, Indianapolis, Indiana, United States
GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP 9.1.2

Hall B.E.; Allen, J.;
Clements B.

2002

The Aerobic Degradation of [14]-Clopyralid in Natural Waters
and their Associated Sediments

DAS Report No.GHE-P-9564

Inveresk Research International, Tranet, East Lothian, UK
Published (Y/N): No

NA

DAS

KCP9.1.2

Ponte, M.

2014

Direct Aqueous Photodegradation of [14C]Clopyralid in pH 7
Buffer

DAS Report No.140077

PTRL West, Hercules, California, USA

NA

DAS
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

GLP/GEP (Y/N): Yes
Published (Y/N): No
KCP9.2 Jenkins, W. R. 1991 LONTREL T: Assessment of its Biodegradability - Modified N N NA DAS
Sturm Test

Life Science Research, Eye, Suffolk, UK
DAS Report No. GHE-P-2522
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.3 Day, S. R.; Rudel, H. 1994 The evaporation of Clopyralid acid from soil and leaf surfaces N N NA DAS
following application of LONTREL 100

DAS Report No. GHE-P-3507

Fraunhofer Institute, D-57392 Schmallenberg, Graf-
schaft/Hochsauerland, Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP9.3 Madsen, S. 2002 Calculation of the Stability in Air of Clopyralid - Photochemical N N NA DAS
Degradation.

DAS Report No. LLC NAFST
GLP/GEP (Y/N): No
Published (Y/N): No

KCP 1980 || Y N NA DAS
10.1/01 GLP/GEP (Y/N): No

Published (Y/N): No
KCP 1985 | N Y N NA DAS
10.1/02 GLP/GEP (Y/N): Yes

Published (Y/N): No
KCP 1987 Y N NA DAS
10.1/03

GLP/GEP (Y/N): Yes

Published (Y/N): No
KCP 1987 Y N NA DAS
10.1/04

GLP/GEP (Y/N): Yes
Published (Y/N): No

KCP 1985 Report No A2A-052 Y N NA DAS
10.1/05
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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

KCP
10.2/01

2000

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

GLP/GEP (Y/N): Yes

KCP
10.2/02

2000

N

NA

DAS

Published iY/N i: No

GLP/GEP (Y/N): Yes
Published (Y/N): No

NA

DAS

KCP
10.2/03

Marino, T. A.,
McClymont, E. L. &
Staley, J. L.

2000

Clopyralid: An Acute Toxicity Study with the Daphnia, Daphnia
magna Straus

DAS report no. 001025, Ref. J52

Dow AgroSciences LLC, Midland, Michigan,

United States

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/04

Douglas, M. T., Bell,
G. & Macdonald, 1.
A.

1992

An Assessment of the Effects of Lontrel T on the Reproduction
of Daphnia magna

DAS report no. DWC 615/911087, Ref. J35

Huntingdon Research Center Ltd, Huntingdon,
Cambridgeshire, United Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/05

Barrett, K.

2001

Clopyralid Technical Toxicity to the Sediment Dwelling Phase of
the Midge Chironomus riparius

Huntingdon Life Sciences Ltd, Huntingdon, Cambridgeshire,
United Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/06

Kirk, H. D.; Gilles,
M. M.; McClymont,
E. L. ; McFadden,
L.G.,

2000

Clopyralid: Growth Inhibition Test with the Freshwater Green
Alga, Selenastrum capricornutum Printz

Dow AgroSciences LLC, Midland, Michigan, United States
Raport No: 001040, Ref. J51

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/07

Aufderheide, J.

2014

Clopyralid Technical: Growth Inhibition Test with the Freshwater
Diatom, Navicula pelliculosa

NA

DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

DAS Report No. 140515

ABC Laboratories, Inc. 7200 E. ABC Lane Columbia, Missouri
65202 USA

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP
10.2/08

Cowgill, U. M. ;
Milazzo, D. P. ;
Potter, R. B.

1990

The Fourteen Day Toxicity of Lontrel T to Lemna gibba L G-3
(Duckweed) - ES-DR-0197-3428-4

DAS Report No. ES-2243

Dow AgroSciences LLC, Midland, Michigan, United States
GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/09

Banman, C. S.,
Moore, S.

2015

Clopyralid: Toxicity to the Aquatic Macrophyte, Myriophyllum
spicatum

DAS Report No. 140735

SynTech Research Laboratory Services LLC 17745 South
Metcalf Avenue Stilwell, Kansas 66085-9104

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.2/10

Banman, C. S. &
Moore, S.,

2015

Clopyralid: Toxicity to the Aquatic Macrophyte, Myriophyllum
spicatum

SynTech Research Laboratory Services LLC 17745 South
Metcalf Avenue Stilwell, Kansas 66085-9104

DAS report no. 140735

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.3/01

Wainwright, M.

2001a

Clopyralid Technical Acute Toxicity To Honey Bees

DAS Report No. GHE T-1091

Huntingdon Life Sciences Ltd, Huntingdon, Cambridgeshire,
United Kingdom

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.3/02

Wainwright, M.

2001b

Clopyralid Technical Acute Toxicity To Honey Bees

DAS Report No. GHE T-1091

Huntingdon Life Sciences Ltd, Huntingdon, Cambridgeshire,
United Kingdom

GLP/GEP (Y/N): Yes

NA

DAS
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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 pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Published (Y/N): No

Kep
10.3/03

Leonard, J. and
Moore, S.

2017a

Clopyralid: A laboratory study to determine the chronic oral tox-
icity to the adult worker honey bee Apis mellifera L. (Hymenop-
tera: Apidae)

170098

NA

DAS

KCP
10.3/04

Leonard, J. and
Moore, S.

2017b

Clopyralid: A repeated-exposure laboratory toxicity study in lar-
vae, pupae and emergent adults of

the honey bee Apis mellifera Linnaeus. (Hymenoptera: Apidae)
170099

NA

DAS

KCP
10.3/05

Sankanu, A.

2000a

A Laboratory Study To Evaluate The Effects of Clopyralid
(EF 1136, An SL Formulation Containing 100 G/L
Clopyralid) on the Parasitic Wasp Aphidius rhopalosiphi
(Hymenoptera: Braconidac)

DAS Report No. GHE-P-8725

Ecotox Ltd, Tavistock, Devon, United Kingdom
GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.4/01

Hayward, J. C.

2001

The Effects of EF-1136 on Reproduction and Growth in
the Earthworm Eisenia fetida

DAS Report No.: GHE-T-1135, Ref. J69

CEMAS Study CEMS-1637

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS

KCP
10.5/02

Schobinger, U.

2013

Clopyralid: Effects on the Activity of the Soil Microflora
under Laboratory Conditions (Nitrogen and Carbon Trans-
formation)

DAS Report No. 130283

Eurofins Agroscience Services EcoChem GmbH Eutinger
Str. 24 D-75223

Niefern-Oschelbronn Germany

GLP/GEP (Y/N): Yes

Published (Y/N): No

NA

DAS
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The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

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