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PART A
RISK MANAGEMENT

1 Details of the application

1.1 Application background
This application is submitted by SHARDA CROPCHEM ESPANA S.L.

This application is for approval of RULER 10 EC, a emulsifiable concentrate containing 100 g/L of Fena-
zaquin, as acaricide on melon, ornamentals, tomato and strawberry in greenhouse.

zRMS: Poland

1.2 Letters of Access

Not applicable, letter of access not needed.

1.3 Justification for submission of tests and studies

This dossier relies on new tests and studies, providing data and information specific to the formulation
RULER 10 EC as required by the EU regulations.

1.4 Data protection claims

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

2 Details of the authorization decision

2.1 Product identity

Product code SHA 9700 B

Product name in MS RULER 10 EC

Authorization number First authorisation

Function Acaricide

Applicant Sharda Cropchem Espafia S.L.

Active substance(s) Fenazaquin, 100 g/L

(incl. content)
Evaluator Comment:
Registration of the product Ruler 10 EC will be possible after the source
equivalence assessment of active substance (fenazaquin) will be completed.
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Formulation type Emulsifiable concentrate [Code: EC]

Packaging HDPE/EVOH COEX 0.1, 0.25, 0.5, 1.0, 5.0, 10.0 L, professional user

Coformulants of concern for -
national authorizations

Restrictions related to identiy

Mandatory tank mixtures -

Recommended tank mixtures

2.2 Conclusion

Residues section:

The evaluation of the application for Fenazaquin 20% SC resulted in the decision to grant the authoriza-
tion on ornamentals and strawberries enly-(acceptable number of applications is 1).

Efficacy section:

Ornamentals, strawberries and tomatoes can be accepted and included in the label. Melon should be ex-
cluded from GAP table and label due to lack of trials carried out in glasshouse (only open field trials from
MED EPPO zone were presented).

Mammalian toxicology

Classification and labelling of RULER is acceptable (H302, H304). ). Repeated exposure may cause
skin dryness or cracking. [EUHO066] No risk for operator, worker in relation to RULER 10 EC indicates
that there is no unacceptable risk when the product is used in accordance with the specified PPE for the
label.

2.3 Substances of concern for national monitoring

Not relevant.

2.4 Classification and labelling

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

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

Hazard class(es), categories Aguatic-Chronie-2

H411 - acute chronic 2 Toxic to aquatic life with long lasting effects

(Dziata toksycznie na organizmy wodne, powodujac dtugotrwate skutki)

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: GHS07, GHS08, GHS09

Signal word: Danger

Hazard statement(s): H302, H304, H411(Toxic to aquatic life with long lasting effects).
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Precautionary statement(s): P273, P280, P301+P310, P331, P391, P501

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

for use. [EUH401]

Repeated exposure may cause skin dryness or cracking. [EUH066]

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

EUH401

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

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

EUHO066

Repeated exposure may cause skin dryness or cracking.

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

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

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

SP8 Dangerous to bees. Do not use where bumble bees are pollinators.
The integrated pest management (IPM) with the introduction of parasitoid/ predatory ar-
thropods is not recommended.

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

1107/2009)
2.5 Risk management
251 Restrictions linked to the PPP

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

Operator protection:

P280

Work wear (arms, body and legs covered) M/L+ gloves M/L and A +RPE (filtertype 2)

Worker protection:

P280

Toamto, melon, strawberry - Work wear (arms, body and legs covered) and gloves
Ornamentals - Work wear (arms, body and legs covered) and gloves — time period of 4 days
after application

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

Other specific restrictions

- The integrated pest management (IPM) with the introduction of parasitoid/ predatory
arthropods is not recommended.

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

Integrated pest management (IPM)/sustainable use:

2.5.2 Specific restrictions linked to the intended uses

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

Integrated pest management (IPM)/sustainable use: Relevant for use no.

Environmental protection: Relevant for use no.
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2.6

PPP (product name/code):

Intended uses (only NATIONAL GAP)

Fenazaquin 10% EC

Formulation type:

GAP rev. 0, date: 2018-January-10th
EC (Emulsifiable Concentrate)

Active substance 1: Fenazaquin Conc. of as 1: 100 g/L
Active substance 2: - Conc. of as 2: -
Safener: - Conc. of safener: -
Synergist: - Conc. of synergist: -
Applicant: Sharda Cropchem Espatfia S.L. Professional use: X
Zone(s): Interzonal Non professional use: ]
Verified by MS: yes
Field of use: Insecticide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled — — (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval |kg or L product/ | g or kg as/ha Water e.g. g safener/synergist
(crop destination/ |G, (additionally: developmen- | Kind stage of crop & | @) per use between ha L/ha per ha
purpose of crop) Gn, |tal stages of the pest or season b) per crop/ applications | a) max. rate per |a) max. rate per ) ®
Gpn | pest group) season (days) appl. appl. min /
or b) max. total rate | b) max. total rate | max

per crop/season

per crop/season

Interzonal uses (use as seed treatment, in greenhouses (or ot

her closed places of plant

production)

, as post-harvest treatment or for treatment of empty storage rooms)

1 CEU/SEY | Melon G Spider-mites Foliar Pestpresence art NA a)2 a)0.2 1000 |7 Not accepted (section
INEY spray BBCH70-79 by by2 )02 B7)

2 CEU/SEU | Ornamentals G Spider mites Foliar Pest presence a) 2 7-10 a)2 a)0.2 1000 -
/NEU spray BBCH 35-67 b) 2 b) 4 b) 0.4

3 CEU/SEY | Tomate G Spider-mites Foliar Pest-presence ay2 #-16 a)2 ay0.2 1000 |3 Not accepted (section
INEY spray BBCH51-89 b)2 by4 )04 B7)

4 CEU/SEU | Strawberry G Spider mites Foliar Pest presence ar2 1 7-10 a)2 ) 0.2 1000 |3 Neot-aceepted accepted
/INEU spray BBCH 15-91 by2 1 by4 )04 (section B7)

Acceptable number of
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © |state(s) | or situation Fn, |controlled — — (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval |kg or L product/ | g or kg as/ha Water e.g. g safener/synergist
(crop destination/ | G, (additionally: developmen- | Kind stage of crop & | @) per use between ha L/ha per ha
purpose of crop) Gn, |tal stages of the pest or season b) per crop/ | applications | a) max. rate per |a) max. rate per ) )
Gpn | pest group) season (days) appl. appl. min/
or b) max. total rate | b) max. total rate | max
| per crop/season | per crop/season
applications is 1.
*only permanent glasshouse uses
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropL.ife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) gl/kgorg/l () No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of ap-
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use plication
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.

10
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3 Background of authorization decision and risk management

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

All studies have been performed in accordance with the current requirements and the results are deemed
to be acceptable. The product is not explosive, has no oxidizing properties.

The product is not flammable/has a flash point of 65 °C. It has a self ignition temperature of 420 °C. In
aqueous solution, it has a pH value around 6.53 at 25 °C. There is no effect of low and high temperature
on the stability of the formulation, since after 7 days at 0 °C and 14 days at 54 °C, neither the active in-
gredient content nor the technical properties were changed.

The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in
HDPE/EVOH COEX.

Its technical characteristics are acceptable for a EC formulation.

The intended concentration of use is 0.0002% of active substance.

Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only
RULER 10 EC has to be classified as Aspiration toxicity (Category 1) — H304

Notifier Proposals for Risk and Safety Phrases (KCP 12)

GHS pictogram: GHS08

Signal word: Warning, Danger

Hazard statement:
H304 — May be fatal if swallowed and enters airways

Precautionary statement:
P301 + P310 — IF SWALLOWED: Immediately call a POISON
CENTER or doctor/physician
P331 - Do NOT induce vomiting
P501 — Dispose of contents/container to hazardous or special waste
collection point, in accordance with local, regional, national and/or
international regulation.

3.2 Efficacy (Part B, Section 3)
Ruler 10 EC is a Emulsifiable Concentrate (EC) containing 100 g/L fenazaquin for use in melon, straw-
berry, tomato and ornamentals. It is used to control spider mites.

In compliance with the GAP the following dose rates are applied for registration:

e One application in melon to control spider mites, target rate: 2.0 L/ha

e Two applications in Ornamentals to spider mites, target rate: 2.0-4.0 L/ha

e Two application in Tomato to control spider mites, target rate: 2.0-4.0 L/ha

e Two application in Strawberry to control spider mites, target rate: 2.0-4.4 L/ha

This document serves the registration of Ruler 10 EC in the Central, Northern and Southern zone of the
EU. The objective of this document is to prove and support the label claims of the pesticide efficacy and
crop safety of Ruler 10 EC in melon, strawberry, tomato and ornamentals, as claimed in the GAP table.

11
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Comprehensive field trials were conducted in 2017 and 2018 season in a range of European countries in
the Mediterranean (i.e. Spain and Greece), North-east (i.e. Poland) and Maritime (i.e. Germany and
France) EPPO zones. The trials followed the corresponding EPPO guidelines.

In Poland only one plant protection product containing fenazaquin is already registered (Magus 200 SC).
Magus 200 SC have different formulation (SC) than tested plant protection product — Ruler 10 EC and is
registered only for control spider mites in ornamental plants. So, no insecticides against spider mites con-
taining fenazaquin as active compound are registered in Poland for use in melon, strawberries and tomato.

3.1 Efficacy data

Fenazaquin has been registered in a number of Member States for several years. The zZRMS considers that
preliminary data are not needed in this case.

In order to provide information to establish the minimum effective dose, some of the trials conducted to
demonstrate efficacy should include at least two lower dose(s) than recommended dose. In the appropriate
researches of efficacy were tested differ doses and to register was chosen the lowest effective, which is in
accordance to EPPO 1/225 (2).

During field tests Applicant used different doses (1,0 I/ha — 0,5N; 1,5 I/ha — 0,75 N and 2,0 I/ha — N) of
insecticide — Ruler 10 EC (product code: SHA 9700 B) containing fenazaquin. So, in the appropriate re-
searches of efficacy were tested differ doses and to register was chosen the lowest effective, which is in
accordance to EPPO 1/225 (2).

In total, Applicant submitted 36 trials carried out on: melon (8 trials), strawberry (8 trials), tomato (8 tri-
als) and ornamentals (12 trials). Trials were carried out in MED (melon, strawberry, tomato, ornamen-
tals), Maritime (strawberry, tomato, ornamentals) and N-E EPPO zone (ornamentals). Studies carried on
ornamental, strawberries and tomatoes were performed in a glasshouse. So, they can be assessed together
from different EPPO zones. Only studies carried out on melon were open fields. cMS should decide if
open field trials from MED EPPO zone carried out on melon can be acceptable.

Fenazaquin 10% EC applied at 2.0 I/ha to control spider mites achieved moderate to excellent control of
spider mites. Reducing the application rate of Fenazaquin 10% EC from the proposed dose rate (2.0 L/ha)
to 50% or 75% of that rate, resulted in lower levels of efficacy. So, for Fenazaquin 10% EC recommend-
ed dose is 2,0 I/ha.

The submitted documentation can be observed as acceptable in the opinion of Evaluator for strawberries,
tomato and ornamentals. Each cMS should decide if use on melon is acceptable on the basis on the open
field trials from MED. For, Poland we cannot use open field trials for glasshouse use. Applicant should
submit at least 2-3 trials carried out on melon in glasshouse (all EPPO zone s are acceptable). So, melon
should be excluded from Polish GAP table and label project.

Details of experiment are presented above by Applicant. All used methodology is in accordance to GEP
rules, in exception of EPPO 1/181 (4). However, Applicant has made the appropriate explanation for car-
rying out the survey only in one growing season, which was accepted by Evaluator.

Applicant submitted in total 36 trials (28 — glasshouse and 8 — open field) showing the results in research
into product efficacy carried out during one growing season in melon (8 trials), strawberries (8 trials),
tomato (8 trials) and ornamentals (12 trials). Those efficacy trials were performed in MED (melon, straw-
berries, tomato, ornamentals), Maritime (strawberry, tomato, ornamentals) and N-E EPPO zone (orna-
mentals). The number of trials is sufficient and fulfil EPPO requirements for tomato, strawberries and
ornamentals. Trails were carried out in a glasshouse, so all EPPO zones can be assessed together. For
melon, Applicant presented open field trials performed in MED EPPO zone. In the opinion of Evaluator,
those trials are acceptable only for MED and open-field use, not a glasshouse (at least 2-3 trials carried
out in a glasshouse should be done). However, final decision is left to each cMS. From Polish label, mel-
on should be excluded due to not sufficient documentation. Melon is a minor crop, co in Poland it can be
registered only according to 51 Article, without any valid trial.

12
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To demonstrate the effectiveness of the tested product at the recommended dose rate against spider mites
application in studied crops is compare to the reference product included in the trials. Results are present-
ed from 2-16 days (strawberries), 3-14 (ornamentals), 2-23 days (tomato) and after 2-14 days (melon)
application of the product. In melon trials only one application of tested insecticide — Ruler 10 EC was
used, and during trials carried out on ornamentals, strawberries and tomatoes — 2 applications were used.
It was in accordance to proposed GAP table and label project.

Submitted trials:

e melon — 8 trials from MED EPPO zone (4-ES, 4-GR). In all trials Tetranychus urticae as a pest
was studied.

e strawberry — 8 trials from Maritime (1 trial — DE) and MED (7 trials: ES-6, FR-1). In all trials
Tetranychus urticae as a pest was studied.

e tomato — 8 trials from Maritime (3-DE) and MED (5 trials: ES-4, GR-1). In all trials Tetranychus
urticae as a pest was studied.

e ornamentals — 12 trials from Maritime (1-DE), MED (ES-6) and N-E EPPO zone (5 trials: PL).
During glasshouses carried out in N-E EPPO zone following ornamental species were studied:
Chrysanthemum - Dendranthema indicum (2 trials), Fuchsia magellanica (1 trial), Rosa sp. (2
trials). During glasshouses carried out in MED EPPO zone following ornamental species were
studied: Gypsophila paniculata (3 trials), Mandevilla sanderi (3 trials). During glasshouses car-
ried out in MAR EPPO zone following ornamental species was studied: Callistephus chinensis (1
trial). EPPO extrapolation table 1/257 IEET 75 indicates that tests on ornamental plants under
greenhouse conditions should be conducted on chrysanthemum (indicator plant). In addition, it
indicates that the appropriate bioindicators here are primarily the hop spider mite, and secondarily
the mite species of the genera Eotetranychus and Tetranychus. In most trials Tetranychus urticae
as a pest was studied, in one trial from MAR greenhouse — Panonychus ulmi was studied.

So, in accordance with the prescriptions, the applicant conducted research on suitable agrophages on
strawberries, melons and tomatoes. The guideline for testing the efficacy of plant protection products
against ornamental plant mites (1/168) indicates that tests should be carried out on pests of the rose-wood
mite family, including the strawberry mite and Polyphagotarsonemus latus. The object of the study
should be a plant/variant susceptible to interference in greenhouse conditions, e.g. alpine violet, santpau-
lia, hedge or gloxinia. The extrapolation table EPPO 1/257 indicates that research on ornamental plants
under greenhouse conditions should be conducted on chrysanthemum (indicator plant). Moreover, it indi-
cates that the appropriate bioindicators here are mainly hop spinner, and in the second place the species of
mites of the genus Eotetranychus and Tetranychus. In view of the above, the Applicant has also conduct-
ed tests on ornamental plants in an acceptable manner.

According to Polish rules we can accepted following ornamental species: Chrysanthemum (2 trials), Rosa
sp. (2 trials), Gypsophila paniculata (3 trials), Mandevilla sanderi (3 trials). Extrapolation results from
Chrysanthenum is possible according to 2-3 selectivity/phytotoxicity trials submitted on other ornamental
species. Unfortunately, the following species did not meet this requirement: a Fuchsia magellanica and
Callistephus chinensis. cMS should accept ornamental plants according to EPPO 1/257 and their national
guidelines.

In the opinion of Evaluator, due to the fact that the Ruler 10 EC is intended to be used in greenhouses, it
is not necessary to present research for Poland (N-E EPPO zone). It is enough that the Applicant in case
of strawberries (1 trial-DE) and tomatoes (3 trials — DE) has presented research from neighbouring coun-
tries.

When applied at 2.0 L/ha post-emergence, Fenazaquin 10% EC achieved excellent control of spider mites
in tomato, strawberries, ornamentals and melon. In all trials evaluated, the effect achieved with Fena-
zaquin 10% EC was similar or better to the effect obtained with the fenazaquin or other national reference
product applied. Only in a few trials’ efficacy of tested Ruler 10 EC was slightly lower than standard
reference product used.

In our opinion spider mites can be accepted in GAP table. Spider mites are members of the Acari (mite)

13
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family Tetranychidae, which includes about 1,200 species The applicant conducted research on only one
mite family — Tetranychidae. (Tetranychus sp. — red spiders, Tetranychus urticae and Panonychus ulmi
were studied during trials). Such a general entry in the GAP table is indicated, as it applies not only to
Poland but also to the Member States to which the final decision on the acceptance of applications is left.
The narrowing of the application took place at national level in the label.

In Polish label we can accepted spider mites, however we proposed following entry: Tetranychus uriticae
(przgdziorek chmielowiec) and other pests from the family of the Tetranychidae for ornamental plants
and Tetranychus uriticae (przedziorek chmielowiec) for strawberry. cMS should decide which entries on
the label can be accepted. Ruler 10 EC was characterized by excellent control of those pests.

Residue section accepted only one application on strawberry. However, in efficacy trials the efficacy of
one and two application was studied. Both, were characterized by good efficiency (>80%). So, we accept-
ed only one application per season on strawberries.

Concerned Member States will need to consider the relevance of the submitted formulation comparability
data in relation to the current authorized uses for the reference product (a.s. fenazaquin) in their own
Member State.

It is recommended to authorize the product Ruler 10 EC in the extent of the authorization of the reference
product (a.s. fenazaquin) at the equivalent dose rate.

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

Fenazaquin 10% EC contains fenazaquin.

Fenazaquin belongs to the quinonazole class of chemicals and is a pesticide intended to control mites and
insects (especially whiteflies). Its route of exposure is ingestion and dermal, and its mode of action is the
disruption of the biochemistry of insect mitochondria, inhibiting mitochondrial electron transport at Site
1, similar to the Pyridazinones.

The quinazolines offer a unique chemical configuration, consists only of one miticide, fenazaquin.

As the unmodified use pattern is considered unacceptable a number of modifiers are proposed which are
entirely in accordance with the general recommendations.

- Use in alternation with insecticides with a different mode of action
- Use as recommended on the label. Do not use reduced doses.

- Fenazaquin 10% EC should only be applied when the pest population reaches the recommended
threshold in the region/crop.

- Use other measures such as crop rotation, good agronomic practice
The Registration of Fenazaquin 10% EC is endorsed.

The two-spotted spider mite, Tetranychus urticae Koch (Acari: Tetranychi-dae) is an important agricul-
tural pest in a wide range of outdoor and protected crops worldwide. Fenazaquin is mitochondrial electron
transport inhibition (METI)-acaricide and its extensive and frequent use for control of this mite has facili-
tated resistance development.

Resistance mechanisms to fenazaquin were surveyed in Iranian populations of the two-spotted spider
mite, Tetranychus urticae Koch (Mahdavi Moghadam et al. 2012).

Tetranychus urticae is known to have a high tendency to develop resistance to acaricides among the mite
species. It has been heavily exposed to acari-cides among the acari and had developed resistance to dico-
fol, amitraz, or-ganotins, propargite, pyrethroids, fenbutatin oxide, hexythiazox, clofentezine, abamectin
and METI (Mitochondrial Electron Transport Inhibitors) acaricides fenazaquin, fenpyroximate, pyridaben
and tebufenpyrad around the globe.
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The proposed resistance risk management strategy is acceptable. Final assessment of the resistance risk
has to be carried out on member state level since the agronomic factors influencing the risk of resistance
development tend to vary between the Member States.

3.1.2 Adverse effects on treated crops

Phytotoxicity to host crop

The crop safety of Fenazaquin 10% EC was assessed in melon, strawberry, tomato and ornamentals in 36
efficacy trials where Fenazaquin 10% EC was applied at 1.0 L/ha, 1.5 L/ha and 2.0 L/ha.

These trials were conducted in the Mediterranean (26, i.e. Spain (20), Greece (5) and France (1)), North-
east (5, i.e. Poland (5)) and the Maritime EPPO zone (5, i.e. Germany (5)) in 2017 and 2018, to evaluate
the crop safety of Fenazaquin 10% EC in melon, strawberry, tomato and ornamentals.

Studies from three climatic zones are used in this document to support the registration of Fenazaquin 10%
EC. However, since the studies are performed in a glasshouse, all of them have been grouped in the same
tables, without specifying the climatic zone where they were performed. Studies in Melon were per-
formed in open fields in the Mediterranean EPPO zone.

Fenazaquin 10% EC applied at the recommended dose rate did not cause phytotoxicity in any of the trials
conducted on melon, strawberry, tomato nor ornamentals when applied as recommended.

Effects on yield and quality
No studies of yield and quality of the crops had been recorded.

3.1.3 Observations on other undesirable or unintended side-effects

Impact on treated plants or plant products to be used for propagations
Special tests to investigate this purpose are not required.

The product complies with the Uniform Principles.

Impact on other plants including adjacent crops

During the conduct of efficacy trials, no observations about negative or positive effects on other plants or
neighbouring crops were reported. Furthermore, Fenazaquin is not phytotoxic.

The data presented within this Annex Point justifies the recommendation of no restrictions on adjacent
crops regarding the application of Fenazaquin 10% EC.

Effects on beneficial and other non-target organisms

There were no adverse effects on beneficial and other non-target organisms observed in any of the effica-
cy and crop safety trial conducted.

3.2 Methods of analysis (Part B, Section 5)

Analytical method to determine active substance: fenzaquin has been developed.
See dRR Part B5.

Validation criteria for acceptance of the analytical method were based on SANCO /3030/99 rev 4, be-
cause of the starting experimental phase on April 2019.
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Analytical method for Fenazaquin active substance in Ruler 10 EC in food, feed of plant and animal
origin, water , soil and air are available.

3.2.1 Analytical method for the formulation

3.2.2 Analytical methods for residues

Sufficiently sensitive and selective analytical methods are available for all analytes included in the resi-
due definitions.
Noticed data gaps are:

none
Commodity/crop Supported/
Not supported

Melon Supported
Ornamentals Supported
Tomato Supported
Strawberry Supported
3.3 Mammalian toxicology (Part B, Section 6)

Acute toxicity studies for Fenazaquin 10% EC were not evaluated as part of the EU review of Fena-
zaquin. All relevant data were provided and are considered adequate. The assessment of all acute toxico-
logical properties of Fenazaquin 10% EC was derived from the calculation method based on the classifi-
cation of the active compound and co-formulants.

Classification: H302 Harmful if swallowed.

H304 May be fatal if swallowed and enters airways.
EUHO066 Repeated exposure may cause skin dryness or cracking.

3.3.1 Operator exposure
Operator exposure to Fenazaquin 10% EC was not evaluated as part of the EU review of Fenazaquin for
this submitted rate/crop. Therefore, all relevant data and risk assessments have been provided and are
considered to be adequate. Estimation of potential operator exposure have been undertaken for Fena-
zaquin using Dutch greenhouse model.
Operator exposure in glasshouse applications to tomato, melon, strawberry and ornamentals is acceptable
with the use of gloves and working clothing (long sleeved shirt and trousers) and respiratory protections
during mixing/loading and application

Implication for labelling: P280: Wear protective gloves, protective clothing.

3.3.2 Worker exposure

Worker exposure to Fenazaquin 10% EC was not evaluated as part of the EU review of Fenazaquin for
this submitted rate/crop. Therefore, all relevant data and risk assessments have been provided and are
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considered to be adequate. Estimation of potential worker exposure have been undertaken for Fenazaquin
using EFSA AOEM Model).

Conclusions:

It is concluded that no unacceptable risk is anticipated for the worker re-entering the treated tomato, mel-
on and strawberry with suitable protective clothing (gloves).

It is concluded that there is no unacceptable risk anticipated for the worker wearing adequate work cloth-
ing and with personal protective equipment (gloves), for maintenance activities when for re-entering or-
namentals treated with RULER a time period of 4 days after application is respected.

Implication for labelling: P280: Wear protective gloves, protective clothing

3.3.3 Bystander and resident exposure

For use in greenhouse, the risk for residents and bystanders is considered as negligible.

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

341 Residues

February 202: assessment of the document completed by the applicant
Storage stability

Fenazaquin residues in high acid and in high water content are stable for at least 12 months. TBPE is sta-
ble in grapes, raisins and orange pulp for at least 18 months, and in orange peel for at least 12 months
under frozen conditions. 4-OHQ residues in fortified matrices of grapes, raisins, and citrus (orange peel
and pulp) are stable under frozen conditions for at least 18 months.

Additional information on TBPE stability in the high water content matrix is required.
Metabolism in plants and animals

The data evaluated during the Annex I inclusion of the active substance are sufficient to describe the be-
havior of the formulated product, and no further studies are required.

Plant residue definition for monitoring: Fenazaquin (Regulation No. 2019/50, Reg. (EU) 2022/1324)
Plant residue definition for risk assessment (EFSAJournal2020;18(1):5955):

Fruits: 1) fenazaquin and 2) TBPE

Leafy vegetables(tentative): 1) fenazaquin and 2) TBPE

All uses under consideration in the framework of this evaluation belong to the fruits and fruiting vegeta-
ble crop group and are covered by the metabolism studies assessed at European level.

Magnitude of residues in plants
Melon, Tomato, Strawberry

No new data are submitted in the framework of this application.
Residue studies are on-going.

Uses are not accepted

Residue trials on melons, tomato and strawberry are required.
New data were submitted in the framework of this application
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Melon (4 trials)
Trials GAP: 1 x 0.15 kg.a.s./ha, BBCH 79, PHI 7 days, indoor
Residues:
Fenazaquin:
4 x <0.01 mg/kg
TBPE
4 x <0.01 mg/kg
Application rate per treatment is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha.
Data GAP (necessary to accept the trials): information on TBPE stability in the high water content matrix.

Tomato (8 trials)
Trials GAP: 1 x 0.15 kg.a.s./ha, BBCH 85, PHI 3 days, indoor
Residues:
Fenazaquin:
4x0.01, 2x0.02, 0.03, 0.04 mg/kg
TBPE
8 x <0.01 mg/kg
Application rate per treatment is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha.

Number of applications in the residue trials is too low to cover the proposed in GAP. Acceptable number
of applications is 1.

Data GAP (necessary to accept the trials): information on TBPE stability in the high water content matrix.

Strawberry (8 trials)
Trials GAP: 1 x 0.2 kg.a.s./ha, BBCH 85, PHI 3 days, indoor
Residues:
Fenazaquin:
0.02, 0.04, 0.06, 0.07, 0.16, 0.22, 0.34, 0.37 mg/kg
TBPE
4 x <0.01, 0.01, 0.02, 0.17, 0.19 mg/kg

Sufficient acceptable trials are available to support the proposed uses. Number of applications in the resi-
due trials is too low to cover the proposed in GAP. Acceptable number of applications is 1.

The residues arising from the accepted use will not exceed the MRLs for strawberry (0.4 mg/kg ; Reg.
(EU) 2022/1324).

Use is accepted with number of application: 1.
Ornamentals

Uses are accepted

Magnitude of residues in livestock

Uses on melon, ornamentals, tomato and strawberry are not edible for European livestock, there-fore,
dietary burden calculations are not necessary.
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Processing studies

No new data were submitted in the framework of this application.

Additional information on processed commodities to cover proposed uses is not required.
Magnitude of residues in representative succeeding crops

Not relevant as the intended uses consider only glasshouses.

Noticed data gaps are:

. Additional information on TBPE stability in the high water content matrix.

« Melon: Application rate per treatment in the residue trials is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Additional information on TBPE stabil-
ity in the high water content matrix is required.

« Tomato: Application rate per treatment in the residue is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Number of applications in the residue
trials is too low to cover the proposed in GAP. Acceptable number of applications is 1. Additional
information on TBPE stability in the high water content matrix is required.

« Strawberry: Number of applications in the residue trials is too low to cover the proposed in GAP.
Acceptable number of applications is 1.

3.4.2 Consumer exposure

» cor § inand . irod

New calculations were provided.

The accepted uses of Fenazaquin in the formulation RULER 10 EC do not represent unacceptable acute
and chronic risks for the consumer.

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

Concentration of Fenazaquin in various environmental compartments are predicted following the pro-
posed use pattern. The predicted environmental concentration (PEC values) in soil, surface water, sedi-
ments and ground water are provided.

Intended use pattern of Fenazaquin 20% SC

Crop Application rate (kg | Application | Max. number | Min. applica- | Application
a.s./ha) method of applications | tion interval timing

Melon Fenazaquin: 0.2 Foliar spray | 1 - BBCH 70-79

Ornamentals Fenazaquin: 0.2 Foliar spray | 2 7 BBCH 35-67

Tomato Fenazaquin: 0.2 Foliar spray | 2 7 BBCH 51-89

Strawberry Fenazaquin: 0.2 Foliar spray | 2 7 BBCH 15-91
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3.5.1 Predicted environmental concentrations in soil (PECsoir)

PEC,. calculations have been conducted with Fenazaquin and its relevant metabolites using the EU
agreed endpoints (EFSA Journal 2013;11(4):3166).

Maximum PEC for Fenazaquin was 0.366 mg/kg, 0.035 mg/kg for 2-oxy-fenazaquin, 0.033 mg/kg for
4-OHQ and 0.019 mg/kg for TBPE.

3.5.2 Predicted environmental concentrations in groundwater (PECgw)

PECgw calculations have been realised for Fenazaquin and its relevant metabolites 2-oxy-fenazaquin, 4-
OHQ and TBPE by FOCUS PELMO v5.5.3 and PEARL v4.4.4 programs.

PECgw values were all below 0.001 pg/L for Fenazaquin and its metabolites.

Due to the very low concentrations PECgw obtained as a result of calculations and the proposed use plant
protection product in greenhouse, no additional calculations for scenarios important for Poland for surro-
gate plants are necessary.

No risk of groundwater contamination with fenazaquin and its metabolites are expected when the product
Ruler 10 EC is applied in permanent greenhouses.

3.5.3 Predicted environmental concentrations in surface water (PECsw)

The PECswised OF Fenazaquin and its relevant metabolites, 4-OHQ and TBPE have been assessed with the
model GEM v3.3.2 for soilless crops due to our GAP is only for greenhouse permanent crops. However,
no accepted calculations PECsw assessed by GEM v3.3.2 in Poland.

Due to this the evaluator has been calculated PECsw for applications in permanent glasshouses.

Since no FOCUS scenario currently exists for greenhouse uses, an emission to surface water of 0.1 % of
applied amount was assumed according to the recommendations of the PL national authorities.

The calculations made by the evaluator taking into account 0.1% emissions from the greenhouse:

An emission to surface water of 0.1 % of applied amount (0.20 kg ai/ha) was assumed to a standard water
body of 100 m length, 1 m width and 30 cm depth, resulting in a water volume of 30.000 L.:

[{200 g x 0.001 (drift)} : 100 (m?)] : 30000 (L) = 6.66 x 10% ¢

(=0.066 pg/L)

This results in an initial PECsw of 0.066 pg a.s./L for a standard water body of 30 cm depth.

4-(2-(4-(1,1-
dimethyl ethano- 2-Oxy- 4-OHQ (lej—latgrt—
Property Fenazaquin ic acid) phenyl) fenazaquin (4-hydroxy- Butylphenyl)
ethoxyl) quinazoline) ethanol)

quinazoline
Molar mass 306.4 336.39 322.4 146.15 178.28
[g/mol]
Max occurrence in
water/sediment - 115 21.2 79.3 82.2
study [%]
PECsw pg/L 0.066 0.0084 0.007 0.025 0.038
354 Predicted environmental concentrations in air (PECair)

The vapour pressure at 20°C of the active substance Fenazaquin is between < 10° Pa. Hence the active
substance Fenazaquin is regarded as non-volatile. Therefore, exposure of adjacent surface waters and
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terrestrial ecosystems by the active substance Fenazaquin due to volatilization with subsequent deposition
should not be considered.

3.6 Ecotoxicology (Part B, Section 9)

3.6.1 Effects on terrestrial vertebrates

e Birds
According to the Commission Regulation (EU) No 284/2013 of 1 March 2013, “the acute oral toxicity of
the plant protection product shall be investigated if toxicity cannot be predicted on the basis of the data
for the active substance, or where results from mammalian testing give evidence of higher toxicity of the
plant protection product compared to the active substance, unless the applicant shows that it is not likely
that birds are exposed to the plant protection product itself” and “possible risks to birds shall be investi-
gated if the toxicity of the plant protection product cannot be predicted on the basis of the data for the
active substance, except, for example, where the plant protection product is used in enclosed spaces or
for wound-healing treatments where birds will experience neither direct nor secondary exposure.”
The detailed risk assessment is not required due to the negligible exposure (see above). Moreover, the
EFSA Guidance Document on Risk Assessment for Birds and Mammals on request from EFSA (EFSA
Journal 2009; 7(12): 1438 does not propose scenarios relevant to the indoor uses.
According to the GAP, the intended uses are control of spider mites in permanent greenhouses, therefore
negligible exposure of birds is considered. Fenazaquin 10% EC presents no unacceptable acute and long-
term risk to birds according to the intended uses.

e Mammals
According to the Commission Regulation (EU) No 284/2013 of 1 March 2013, “possible risks to verte-
brate species other than birds shall be investigated except when the test substance is included in plant
protection products used, for example, in enclosed spaces and wound-healing treatments where verte-
brate species other than birds will experience neither direct nor secondary exposure”.
The detailed risk assessment is not required due to the negligible exposure. Moreover, the EFSA Guid-
ance Document on Risk Assessment for Birds and Mammals on request from EFSA (EFSA Journal 2009;
7(12): 1438 does not propose scenarios relevant to the indoor uses.
According to the GAP, the intended uses are control of spider mites in permanent greenhouses, therefore
negligible exposure of mammals is considered. Fenazaquin 10% EC presents no unacceptable acute and
long-term risk to mammals according to the intended uses.

3.6.2 Effects on aquatic species

For the intended uses on melon, tomato, strawberry and ornamentals, calculated PEC/RAC ratios did not
indicate an unacceptable risk for the most sensitive group of aquatic organisms for permanent glasshouse
uses.
Metabolites of Fenazaquin: for all the intended uses, calculated PEC/RAC ratios did indicate an ac-
ceptable risk for the most sensitive group of aquatic organisms. Therefore, no further assessment is neces-
sary.

3.6.3 Effects on bees
According to the Commission Regulation (EU) No 284/2013 of 1 March 2013, “the possible effects on
bees shall be investigated except where the plant protection product is for exclusive use in situations

where bees are not likely to be exposed such as: [...] (f) use in greenhouses without bees as pollinators”.
According to the EFSA GD, 2013 (EFSA Journal 2013;11(7):3295), is not mandatory: “examples when
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exposure of bees [/ bumble bees/ solitary bees] is negligible: food storage in enclosed spaces, wound
sealing and healing treatments and use in glasshouses without bumble bees as pollinators”.

According to the GAP, the product is to be used only in glasshouse. The intended uses covers self- or
hand- pollinating tomato, self- pollinating strawberries, where presence of pollinating insects is not re-
quired. The pollination is not desired and avoided in case of flowering ornamentals and not relevant in
case of non-flowering ornamentals. Melon is pollinated and attractive to bees, however in permanent
greenhouses the hand- pollination is performed.

Since the product is to be used only in glasshouse and the intended uses do not require presence of polli-
nating insects, the risk assessment is low due to the negligible exposure.

However, in case of bumble bees are pollinators the following phrase should be applied

SPe8 Dangerous to bees. Do not use where bumble bees are pollinators.

3.6.4 Effects on other arthropod species other than bees

The only non target arthropod species are these used as biological control agents. Therefore, integrated
pest management (IPM) is not recommended during the production cycle when fenazaquin was applied.
The exposure to NTAs invading the greenhouse (e.g. through the open widows) is not a point of concern
in the available guidance documents on the safety of chemical pesticides, but may be considered as non-
relevant when crossreading with the OECD Guidance to the environmental safety evaluation of microbial
biocontrol agents (OECD Environment, Safety and Health Publications, Series on Pesticides, No 67,
2012, ENV/IM/MONO/2012(1))

According to the EFSA PPR Panel (EFSA Journal 2015;13(2): 3996), “in some cases off-field exposure
is considered to be negligible and not further assessed, e.g. in the case of rodenticides, substances used
for wound protection or in the case of substances used in stored products or in greenhouses”.

The in-field and off-field HQ values were not calculated for the product Fenazaquin 10% EC due to the
negligible exposure following application according to the proposed use pattern .

However, integrated pest management (IPM) with the introduction of parasitoid/ predatory ar-
thropods cannot be conducted during the production season.

3.6.5 Effects on soil organisms

According to the Commission Regulation (EU) No 284/2013 of 1 March 2013, “the possible impact on
earthworms shall be reported unless the applicant shows that it is not likely that earthworms are exposed,
directly or indirectly”.

The emission of pesticides and their metabolites to soil is to be assessed “for all structures that can be
considered non-permanent” (EFSA Journal 2014;12(3):3615).

For permanent structures a risk assessment is only necessary for persistent substances (DT90 >1 year,
according to the Uniform principles (Regulation (EU no 546/2011), which is not relevant for fenazaquin
(DTooin 184.3- 402.4 days (not normalized), geomean DTooian 256.7 days).

The intended uses in the permanent glasshouses, where additionally artificial or natural substrates (miner-
al wool, coconut fibres) are used rather than soil, do not require a specific risk assessment due to the neg-
ligible risk.

Since the intended uses do not cause release of the product to the environment it is concluded that active
substance Fenazaquin does not pose an acute and long-term to earthworms and other soil macro- and
mesofauna when applied according to the proposed uses and rates.

3.6.6 Effects on non-target terrestrial plants
According to the Commission Regulation (EU) No 284/2013 of 1 March 2013, “data are not required,

where exposure is negligible, for example in the case of rodenticides, active substances used for wound
protection or seed treatment, or in the case of active substances used on stored products or in glass-

22



SHA 9700 B / RULER 10 EC Page 23 /32
Part A - National Assessment Template for chemical PPP
Sharda Cropchem Esparia S.L./ Poland version Version July 2019

houses where exposure is precluded”.

3.6.7 Effects on other terrestrial organisms (Flora and Fauna)

Not relevant due to the negligible exposure.
Effect on the sewage treatment: Fenazaquin has no effect on respiration inhibition up at least 100 mg
a.s./L.

3.7 Relevance of metabolites (Part B, Section 10)

The metabolites 2-oxy-fenazaquin, 4-OHQ and TBPE are predicted to occur in groundwater at concentra-
tions below 0.001 ug/L (see dRR Part B8, Chapter 8.9). Assessment of the relevance of these metabolites
according to the stepwise procedure of the EC guidance document SANCO/221/2000 —rev.10 is therefore
not required.

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

Not relevant, the active substance Fenazaquin is not candidate for substitution.

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

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

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

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

Sekcja ekotoksykologii:
Zintegrowana ochrona przed szkodnikami (IPM) z wprowadzeniem stawonogéw pOzytecznych nie jest
zalecana.

Sekcja skutecznosci: W zaleceniach dotyczacych stosowania srodka zmieniono zapis z przgdziorkowa-
tych na ,,Przedziorek chmielowiec i inne szkodniki z rodziny przg¢dziorkowatych” dla roslin ozdobnych
oraz ,,prz¢dziorka chmielowca” dla truskawki. Dodano informacj¢ nt. stopnia zwalczania szkodnikow —
dla truskawki dobry (pow. 80%) a dla ozdobnych — bardzo dobry (pow. 90%). W etykiecie wymieniono
takze zaakceptowane na podstawie badan rosliny ozdobne - ztocien ogrodowy, roze, gipsowka wiechowa-
ta, dipladenia.

Sekcja pozostatosci: Zgoda tylko na rosliny ozdobne i truskawki

Zatacznik do zezwolenia MRiRW nr R- / zdnia ............. r.
Posiadacz zezwolenia:
Sharda Cropchem Espana S.L., Edificio Atalayas Business Center, Carril Condomina n° 3, 12th

Floor, 30006 Murcja, Krélestwo Hiszpanii, tel.: +34868127589, fax.. +34868127588, e-mail:
eu.regn@shardaintl.com

Podmiot wprowadzajgcy $rodek ochrony roslin na terytorium Rzeczypospolitej Polskiej:
Sharda Poland Sp. z o.0., ul. Bonifraterska 17, 00-203 Warszawa, tel. (22) 886 9328 lub (17)
240 13 07, e-mail: eu.sales@shardaintl.com

RULER 10 EC

Srodek przeznaczony do stosowania przez uzytkownikow profesjonalnych

Zawartos¢ substancji czynne;j:
fenazachina (zwigzek z grupy chinazolin) - 100 g/l (10,73 %)

Zezwolenie MRiRW nr R- .......... zdnia cceevvnnenns r.

¥

Uwaga

H302 Dziata szkodliwie po potknieciu.

H304 Potknigcie i dostanie si¢ przez drogi oddechowe moze grozi¢ §miercig.
H411 Dziala toksycznie na organizmy wodne, powodujac dlugotrwate skutki.

25


mailto:eu.regn@shardaintl.com
mailto:eu.sales@shardaintl.com

SHA 9700 B / RULER 10 EC

Page 26 /32

Part A - National Assessment Template for chemical PPP
Sharda Cropchem Esparia S.L./ Poland version Version July 2019
EUH066 Powtarzajace si¢ narazenie moze powodowa¢ wysuszanie lub pgkanie sko-
ry.
EUH401 W celu uniknigcia zagrozen dla zdrowia ludzi i srodowiska nalezy poste-
powac zgodnie z instrukcja uzycia.
P273 Unika¢ uwolnienia do srodowiska.
P280 Stosowac rekawice ochronne/odziez ochronng/ochrong oczu/ochrong twa-
rzy.
P301+P310 W PRZYPADKU POLKNIECIA: natychmiast skontaktowac si¢ z leka-
rzem/ OSRODKIEM ZATRUC
P331 Nie wywotywa¢ wymiotow.
P391 Zebra¢ wyciek
P501 Zawarto$¢/pojemnik usuwac do specjalny punkt zbioru niebezpiecznych
lub specjalnych odpadow, zgodnie z przepisami miejscowymi, regionalny-
mi, krajowymi i/lub migdzynarodowymi

OPIS DZIALANIA

Srodek przedziorkobdjczy w formie koncentratu do sporzadzania emulsji wodnej. Srodek o dzia-
taniu kontaktowym, przeznaczony do zwalczania przedziorkow. Zwalcza wszystkie stadia roz-

wojowe przedziorkéw. Na roslinie dziata powierzchniowo.

Srodek do stosowania wytgcznie pod ostonami typu szklarnia, tj. w szklarniach izolowanych od
Srodowiska i zabezpieczajgcych przed niekontrolowanym uwalnianiem sie Srodkow ochrony

roslin do srodowiska.

Srodek przeznaczony do stosowania przy uzyciu opryskiwaczy cisnieniowych przystosowanych
do pracy w szklarni (reczne opryskiwacze hydrauliczne, opryskiwacze plecakowe, taczkowe lub

szynowe).
STOSOWANIE SRODKA

Rosliny ozdobne (m.in. ztocien ogrodowy, réze, gipséwka wiechowata, dipladenia)

Bezedziorkowate Przedziorek chmielowiec i inne szkodniki z rodziny przedziorkowatych (bardzo

dobry stopien zwalczania)

Maksymalna /zalecana dawka dla jednorazowego zastosowania: 2 I/ha

Termin stosowania: Rosliny opryskiwac z chwilg ukazania sie pierwszych symptomow
zerowania lub pojawieniem sie szkodnika na roslinach, stosowa¢ w fazie BBCH 35-67

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 2
Odstep miedzy zabiegami: co najmniej 7 dni.
Zalecana ilos¢ wody: 1000 I/ha

Truskawka

Przecdzierkewate Przedziorek chmielowiec (dobry stopien zwalczania)

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

Termin stosowania: Rosliny opryskiwac z chwilg ukazania sie pierwszych symptomow
zerowania lub pojawieniem sie szkodnika na roslinach, stosowa¢ w fazie BBCH 15-91

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 2 1

Odstep-miedzyzabiegami—co-najmpiej7-dnk-

Zalecana ilos¢ wody: 1000 I/ha

SRODKI OSTROZNOSCI | ZALECENIA STOSOWANIA ZWIAZANE Z DOBRA PRAKTYKA

ROLNICZA:
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Srodek stosowaé przemiennie z innym $rodkami przedziorkobdjczymi zawierajgcymi substancje
czynne o odmiennym mechanizmie dziatania.

Nalezy unikac¢ stosowania srodka w rejonach, gdzie notowana jest stabilna odpornos¢ szkodni-
ka na substancje czynng srodka lub inne substancje czynne o takim samym mechanizmie dzia-
tania

SPORZADZANIE CIECZY UZYTKOWEJ

Odmierzong ilo$¢ $rodka wla¢ do zbiornika opryskiwacza napetnionego czesciowo wodg
(z wlaczonym mieszadtem). Oproznione opakowania przeptuka¢ trzykrotnie woda,
a poptuczyny wla¢ do zbiornika opryskiwacza z cieczg uzytkowg i uzupetni¢ wodg do potrzebnej
ilosci.

Po wlaniu srodka do zbiornika opryskiwacza niewyposazonego w mieszadto hydrauliczne ciecz
mechanicznie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ | MYCIE APARATURY

Z resztkami cieczy uzytkowej po zabiegu oraz z wodg uzyta do mycia aparatury nalezy poste-

powac w sposob ograniczajgcy ryzyko skazenia wéd powierzchniowych i podziemnych w rozu-

mieniu przepiséw Prawa wodnego oraz skazenia gruntu, tj.:

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

— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajgcych biologiczng de-
gradacje substancji czynnych srodkéw ochrony roslin, lub,

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

Po pracy aparature doktadnie wymy¢.

WARUNKI BEZPIECZNEGO STOSOWANIA SRODKA
Przed zastosowaniem s$rodka nalezy poinformowaé¢ o tym fakcie wszystkie zainteresowane
strony, ktére moga by¢ narazone na znoszenie cieczy roboczej i ktére zwrdcity sie o takg infor-

macie.

Srodki ostroznosci dla oséb stosujacych srodek:

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

Stosowaé rekawice ochronne/odziez ochronng, zabezpieczajgcg przed oddziatywaniem $rod-
kéw ochrony roslin, oraz odpowiednie obuwie w trakcie przygotowywania cieczy roboczej oraz
w trakcie wykonywania zabiegu.

Srodki ostroznosci zwigzane z ochrong $rodowiska naturalnego:

Nie zanieczyszczac¢ wdd srodkiem ochrony roslin lub jego opakowaniem.

Nie my¢ aparatury w poblizu wéd powierzchniowych.

Unika¢ zanieczyszczania woéd poprzez rowy odwadniajgce z gospodarstw i drog.

SP8 Niebezpieczny dla pszczot. Nie stosowa¢ w szklarniach w czasie kiedy sg wprowadzane
owady zapylajgce.

OKRES OD ZASTOSOWANIA SRODKA DO DNIA, W KTORYM NA OBSZAR, NA KTORYM
ZASTOSOWANO SRODEK MOGA WEJSC LUDZIE ORAZ ZOSTAC WPROWADZONE
ZWIERZETA:

Nie wchodzi¢ do czasu catkowitego wyschniecia cieczy uzytkowej na powierzchni roslin

Nie dotyczy.

OKRES OD OSTATNIEGO ZASTOSOWANIA SRODKA DO DNIA ZBIORU ROSLINY
UPRAWNEJ (okres karenciji):
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Pomider, truskawka — 3 dni
Melon—7dni

OKRES OD OSTATNIEGO ZASTOSOWANIA SRODKA NA ROSLINY DO DNIA,
W KTORYM MOZNA SIAC LUB SADZIC ROSLINY UPRAWIANE NASTEPCZO:

Nie dotyczy.

OKRES OD OSTATNIEGO ZASTOSOWANIA SRODKA NA ROSLINY PRZEZNACZONE NA
PASZE DO DNIA, W KTORYM ZWIERZETA MOGA BYC KARMIONE TYMI ROSLINAMI
(okres karencji dla pasz):

Nie dotyczy.

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY RO-
SLIN

| OPAKOWANIA

Chroni¢ przed dzie¢mi

Srodek ochrony roslin przechowywaé:

- w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania zabezpieczajg-
ce przed skazeniem srodowiska oraz dostepem oséb trzecich,

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

- wtemperaturze 0°C-30°C, z dala od Zrddet ciepta.

Zabrania sie wykorzystywania oproznionych opakowan po srodkach ochrony roslin do innych

celow.

Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw niebez-
piecznych.

Oproéznione opakowania po srodku zwréci¢ do sprzedawcy srodkdw ochrony roslin lub mozna je
potraktowac jako odpady komunalne. W razie watpliwosci dotyczacych postepowania z opako-
waniami poradz sie sprzedawcy srodkow ochrony roslin.

PIERWSZA POMOC
Antidotum: brak, stosowac leczenie objawowe.
W razie koniecznosci zasiegniecia porady lekarza, nalezy pokazaé opakowanie lub etykiete

Okres waznosci — 2 lata
Data produkcji -
Zawartos¢ netto -

Nr partii -
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Appendix 3  Letter of Access

No Letter of Access to protected data is required.
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Appendix 4  Lists of data considered for national authorization

Tables considered not relevant can be deleted as appropriate.

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

List of data submitted by the applicant and relied on

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Deepthi Prakash 2018 | Determination of explosive properties of Fenazaquin 100 N Y Data/study report never submitted | Sharda Crop-
221 g/L EC before to Poland chem Limited
Eurofins report No. G13897
GLP, Unpublished
KCP Deepthi Prakash 2019 | Oxidizing properties of Fenazaquin 100 g/L EC N Y Data/study report never submitted Sharda Crop-
2.2.2 Eurofins report No. G13898 before to Poland chem Limited
GLP, Unpublished
KCP Deepthi Prakash 2019 | Determination of auto ignition temperature of Fenazaquin N Y Data/study report never submitted Sharda Crop-
2.3.3 100 g/L EC before to Poland chem Limited
Eurofins report No. G13904
GLP, Unpublished
KCP Deepthi Prakash 2018 | Determination of viscosity of Fenazaquin 100 g/L EC N Y Data/study report never submitted Sharda Crop-
251 Eurofins report No. G13900 before to Poland chem Limited
GLP, Unpublished
KCP Deepthi Prakash 2018 | Determination of surface tension of aqueous solution of N Y Data/study report never submitted Sharda Crop-
252 Fenazaquin 100 g/L EC before to Poland chem Limited
Eurofins report No. G 13901
GLP, Unpublished
KCP Deepthi Prakash 2018 | Determination of density and relative density of Fenazaquin N Y Data/study report never submitted | Sharda Crop-
2.6.2 100 g/L EC before to Poland chem Limited
Eurofin report No. G13902
GLP, Unpublished
KCP 6.0- | Anonymous 2019 | Biological Assessment Dossier: Fenazaquin 10% EC — EU N Y Data/study report never submitted Sharda Crop-
before to Poland chem Limited
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Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data
protection
claimed
YIN

Justification if data protection is Owner

claimed

001

Interzonal
Sharda Cropchem Espaia

Onpublished

KCP
10.3.1.1.1

Likith N.G

2019

Fenazaquin 100 g/L SC: acute oral toxicity test in honey
bees

Eurofins report No. G13464

GLP, unpublished

Y Data/study report never submitted
before to Poland

Sharda Crop-
chem Limited

KCP
10.3.1.1.2

Likith N.G

2019

Fenazaquin 100 g/L SC: acute contact toxicity test in honey
bees

Eurofins report No. G13465

GLP, unpublished

Y Data/study report never submitted
before to Poland

Sharda Crop-
chem Limited

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

Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study
Y/N

Data
protection
claimed

Justification if data protection is Owner

claimed

Y/N

The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study
Y/N

Data
protection
claimed
Y/N

Justification if data protection is Owner

claimed
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List of data relied on and not submitted by the applicant but necessary for evaluation
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate |protection claimed

Source (where different from company) study claimed

GLP or GEP status Y/N YIN

Published or not
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