FINAL REGISTRATION REPORT
Part B

Section 1: Identity
Section 2: Physical and chemical properties
Section 4: Further information

Detailed summary of the risk assessment

Product code: SHA 9700 B

Product name: RULER 10 EC
Chemical active substance:
Fenazaquin, 100 g/L

Interzonal
Zonal Rapporteur Member State: Poland

CORE ASSESSMENT

Applicant: Sharda Cropchem Espana S.L.
Submission date: July 2019
Update date: May 2020, December 2021
MS Finalisation date: 01.2022; 03.2023




SHA 9700 B/ RULER 10 EC
Part B — Section 1, 2 and 4 - Core Assessment
Sharda Cropchem Espafia S.L./ Interzonal

Page 2 /20
Template for chemical PPP
Version

Version history

When What
May 2020 Applicant update
December 2021 | Applicant update
January 2022 RMS Assessment
March 2023 Final Registration Report




SHA 9700 B/ RULER 10 EC
Part B — Section 1, 2 and 4 - Core Assessment
Sharda Cropchem Esparia S.L./ Interzonal

Page 3/20
Template for chemical PPP
Version December 2021

Table of Contents
1 Section 1: Identity of the plant protection product...............cccccvevvvrviennenn. 4
11 APPHICANT (KCP L1.1) o 4
1.2 Producer of the plant protection product and of the active substances
(KCP 1.2) ittt bbbttt bbbt 4
121 Producer(s) of the preparation ..., 4
1.2.2 Producer(s) of the active SUDStANCE(S) ....vevvveeeiieriie e 4
1.2.3 Statement of purity (and detailed information on impurities) of the active
SUDSTANCE(S) .. vvevve ettt ettt te et este e re e teeneeaneenreas 4
1.231 FENAZAGUIN ... 4
13 Trade names and producer’s development code numbers for the
preparation (KCP 1.3) ..o 4
1.4 Detailed quantitative and qualitative information on the composition of
the preparation (KCP 1.4) ......ccieiiee e 4
141 Composition of the plant protection product (KCP 1.4.1).......ccccccovvvvvvnnnnn, 5
1.4.2 Information on the active substance(s) (KCP 1.4.2).......cccccoeviviieiveineiennnn, 5
1.4.3 Information on safeners, synergists and co-formulants (KCP 1.4.3)............. 5
15 Type and code of the plant protection product (KCP 1.5) .......ccccccovvvvvivinnnnn, 5
1.6 FUNCLION (KCP 1.6) .ecieieiicie ettt 5
2 Section 2: Physical, chemical and technical properties of the plant
ProteCction ProdUCT .........cceeiiiiii e 6
3 Section 3 is presented as a separate doCUMENt..........cccceviieiininineienen, 14
Section 4: Further information on the plant protection product.......... 15
4.1 Packaging and Compatibility with the Preparation (KCP 4.4) ........c..cc...... 15
Appendix 1 Lists of data considered in support of the evaluation............................. 17
Appendix 2 Additional data on the physical, chemical and technical properties of
the active SUDSTANCE...........ccoiiiieieee s 20
A2l FENAZAGUIN ... 20



SHA 9700 B/ RULER 10 EC Page 4 /20
Part B — Section 1, 2 and 4 - Core Assessment Template for chemical PPP
Sharda Cropchem Espafia S.L./ Interzonal Version December 2021

Sufficient data on identity, physical and chemical properties and other information are available for the
plant protection product and the contained technical active substance.

1 Section 1: Identity of the plant protection product
1.1 Applicant (KCP 1.1)

Name: Sharda Cropchem Espaiia S.L

Address: Edificio Atalayas Business Center,

Carril Condomina n° 3, 12" Floor,
30006 Murcia, Spain

Phone: +34868127589

FAX: +34868127588

1.2 Producer of the plant protection product and of the active substances
(KCP 1.2)

1.2.1 Producer(s) of the preparation

Confidential information or data are provided separately (Part C).

1.2.2 Producer(s) of the active substance(s)

Confidential information or data are provided separately (Part C).

1.2.3 Statement of purity (and detailed information on impurities) of the active
substance(s)

1.2.3.1 Fenazaquin

Fenazaquin min. 985 984 g/kg (Sharda source, assessed by Spain- Poland)

min. 975 g/kg (Directive 2011/39/EC; SANTE/11781/2017 rev 1, 23
March 2018)

1.3 Trade names and producer’s development code numbers for the preparation
(KCP 1.3)

Trade name: RULER 10 EC
Company code number: SHA 9700 B

1.4 Detailed quantitative and qualitative information on the composition of the
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preparation (KCP 1.4)

14.1 Composition of the plant protection product (KCP 1.4.1)
Table 1.4-1: Active substance(s) and variant(s) of the active substance(s)
Active substance / | Declared content of FAO Limits Technical content* | Technical content**
variant the pure active sub- (min — max) (9/L or g/kg) (Yow/w)
stance / variant
(g9/L or g/kg)
Fenazaquin 100 g/L 90-110¢g/L 10152 101.63 g/L 10.89 10.91 %w/w
(= 10%)

* Based on the minimum purity of the active substance declared for registration in the active substance dossiers
**  Based on the density of the formulation = 0.9317g/mL (Note: only applies if a liquid formulation — delete this comment if
not needed)

Table 1.4-2: Relevant impurities
Relevant impurity Maximum content (g/L or g/kg)

1.4.2 Information on the active substance(s) (KCP 1.4.2)
Table 1.4-2: Information on Fenazaquin

Type Name/Code Number
ISO common name Fenazaquin
CAS No. 120928-09-8
EC No. 410-580-0
CIPAC No. 693
1.4.3 Information on safeners, synergists and co-formulants (KCP 1.4.3)

CONFIDENTIAL information is provided separately (Part C).

1.5 Type and code of the plant protection product (KCP 1.5)
Type: emulsifiable concentrate [Code: (EC]
1.6 Function (KCP 1.6)

The product Fenazaquin 10% EC is an insecticide.
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2 Section 2: Physical, chemical and technical properties of the plant

protection product

All studies have been performed in accordance with the current requirements and the results are deemed
to be acceptable The product is not exploswe has no OX|d|smg propertles Ihe—shelﬂ#e—ef—at—least—z

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

Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only

Mixture contains a total of 10% or more of substance of substances classified in Aspyration toxicity Cat-
egory 1 and has kinematic viscosity of 20.5 mm?/s or less, the product / RULER 10 EC has to be classi-
fied 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.

Compliance with FAO specifications:
The product Fenazaquin 10% EC complies with FAO specifications.

Formulation used for tests
The product used to determine the physical, chemical and technical properties is the one cited in Part C.
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Table 2-1: Physical, chemical and technical properties of the plant protection product
Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
Colour and OPPTS 830.6302 Fenazaquin | Study-ongeing Y |Deepthi Prakash, | Accepted
physical state OPPTS 830.6303 10% EC |Colour: 2.5Y 9/2 2019, report No.
(KCP 2.1) OPPTS 830.6304 batch SCL- | Odor: Mild Pungent G13905
92593 Physical state: Liquid
Explosive properties EEC Method A.14 Fenazaquin | The test item was non-explosive when subjeted to thermal Y | Deepthi Prakash, | Accepted
(KCP 2.2.1) 10% EC sensitivity (flame) and mechanical sensitivity (shock) tests. 2018, report No.
batch SCL- G13897
92593
Oxidizing properties EEC A.21 Fenazaquin | The test item is a non-oxidizer. Deepthi Prakash, | Accepted
(KCP 2.2.2) 10% EC 2019, report No.
batch SCL- G13898
92593
Flash point EEC A9 Fenazaquin | Study-ongeing Y |Kurka Accepted
(KCP 2.3.1) 10% EC 65 °C (£1) Malgorzata, Product is not
batch SCL- 2020, report No. |flammable
11004 92/2020
Flammability Please refer to KCP 2.3.1 Statement accepted
(KCP 2.3.2)
Self-heating EEC A.15 Fenazaquin | Auto-ignition temperature is 420.5 = 0.6 °C (ignition delay time <1 Y | Deepthi Prakash, | Accepted
(KCP 2.3.3) 10% EC min; volume of test item: 100 uL). 2019, report No.
batch SCL- G13904
92593
Acidity or alkalinity Statement accepted
and pH Not required. Since the obtained pH value was in the range 4 to 10,
(KCP 2.4.1) the acidity or alkalinity test was not performed.
pH of a 1% aqueous CIPAC MT 75.3 Fenazaquin Y |Deepthi Prakash, | Accepted
dilution, emulsion or 10% EC pH of 1% aqueoues emulsion — 6.53 2019, report No.
dispersion batch SCL- | pH of neat formulation — 5.59 G13905
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
(KCP 2.4.2) 92593
Viscosity CIPAC MT 192 Fenazaquin| Rotational spped | Apparent viscosity | Apparent viscosity (cP)at | Y |Deepthi Prakash, | Accepted
(KCP 2.5.1) 10% EC (rpm) (cP) at 20 £0.5°C 40 £0.5°C 2018, report No.
batch SCL- 20 6.14+0.00 5.48+0.75 (G13900 RMS Comment:
92593 20 RULER 10 EC has
40 5.05+0.17 4.06+0.17 Aspiration toxicity
30 5.7620.16 4.05£0.20 (Category 1) -
H304 May be fatal if
swallowed and enters
airways
(Mixture contains a
total of 10% or more
20 6.53+0.04 5.48+0.70 of substance of sub-
stances classified in
Aspiration toxicity
Category 1)
Surface tension OECD 115, EEC Fenazaquin | The surface tension of the test item as such was determined to be Y | Deepthi Prakash, | Accepted
(KCP 2.5.2) method A.5 10% EC 26.767 dynes/cm at 20.17°C. 2018, report No.
batch SCL- | (26.767 mN/m) G13901 RMS Comment:
92593 Active surface product
Results for neat : 26.767 mN/m
Results for intended concentration: 33.909 mN/m
Relative density OPPTS 830.7300, Fenazaquin | The density and relative density at 20.0°C were found to be 0.9317 Y | Deepthi Prakash, | Accepted
(KCP 2.6.1) CIPAC MT 3, EEC 10% EC  [+0.0005 g/mL. 2018, report No.
Method A.3 batch SCL- G13902
92593
Bulk density Not relevant. Statement accepted
(KCP 2.6.2)
Storage Stability after | OPPTS 830.6313 Fenazaquin | Study-engeing Y | Deepthi Prakash, | Accepted
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
14 days at 54° C SANCO/3030/99 rev.4 | 10% EC Stable in its commercial package under the accelerated storage. 2019, report No.
(KCP 2.7.1) batch SCL- | Physical state colour and odour G13905 RMS Comment:
92593 Before storage:

Colour: 2.5Y 9/2
Odor: Mild Pungent
Physical state: Liquid
After storage:
Colour: 2.5Y 9/2
Odor: Mild Pungent
Physical state: Liquid

pH Determination of 1%
Before storage: 6.53
After storage: 6.51

pH Determination of neat formulation
Before storage: 5.59
After storage: 5.59

Pourability:
Before storage: 1.64 %
After storage: 1.65 %

Active ingredient content:
Before storage: 10.11 £ 0.02% (w/w); 94.19 g/L
After storage: 10.18 + 0.03% (w/w); 94.82 g/L

Determination of emulsifability, emulsion stability and re-
emulsion

Before and after storage

Fenazaquin 100 g/L EC emulsified spontaneously giving a 100 mL
emulsion, which appeared uniform on visual examination after 30
seconds of inversion. No froth was observed at the top or bottom of
the emulsion after 30 seconds. No free oil, froth and cream were
observed at the top or bottom of the emulsion after 30 minutes, 2h

Storage stability test
was started on April
2019, so method
development and
Validation criteria are
within
SANCO/3030/99 rev.4
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
and 24h
Stability after storage Study-ongoing Statement accepted
for other periods Not relevant
and/or temperatures
(KCP 2.7.2)
Minimum content after Study-ongoing Statement accepted
heat stability testing Not relevant
(KCP 2.7.3)
Effect of low CIPAC MT 39.3 Fenazaquin | Study-ongeing Y |Deepthi Prakash, | Accepted
temperatures on 10% EC | Stable at 0°C as the preparation did not show significant changes in 2019, report No.
stability batch SCL- | the nature of test item. G13905
(KCP 2.7.4) 92593
Ambient temperature Accepted
shelf life
(KCP 2.7.5) RMS Comment:

The results of the
stydy are accepted.

Packaging :The test
shows that there are no
significant changes in
the analyzed period
(24 months).
Packagings remained
stable, there was no
perforation,
discoloration and
darkening of the
cointainer.

According to shelf life
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Annex point

Method used /
deviations

Test ma-
terial

Findings

GLP
Y/N

Reference

Acceptability /
comments

stability study in
COEX HDPE/EVOH
packaging ,

2-years shelf life is
accepted.

Because storage
stability test was
started on April 2019 ,
method development
and Validation criteria
are within
SANCO/3030/99 rev.4
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
minutes, 2h minutes, 2h minutes, 2h
and 24h and 24h and 24h
Shelf life in months Not relevant. Statement accepted
(if less than 2 years)
(KCP 2.7.6)
Wettability Not relevant. Statement accepted
(KCP 2.8.1)
Persistence of foaming | CIPAC MT 47.3 Fenazaquin Y | Deepthi Prakash, | Accepted
(KCP 2.8.2) 10% EC | Volume of foam (mL) after: 2019, report No.
batch SCL- |- 1 minute £ 10 sec: 6.00 mL G13905
92593 - 12 minutes £+ 10 sec: Nil

Suspensibility Study-ongoing Statement accepted
(KCP 2.8.3.1) Not relevant.
Spontaneity of Study-ongoing Statement accepted
dispersion Not relevant.
(KCP 2.8.3.2)
Dispersion stability Not relevant. Statement accepted
(KCP 2.8.3.3)

Degree of dissolution
and dilution stability
(KCP 2.8.4)

Not relevant.

Statement accepted

Particle size
distribution / nominal
size range of granules
(KCP 2.8,5.1.1)

Not relevant.

Statement accepted

Wet sieve test
(KCP 2.8.5.1.2)

Not relevant.

Statement accepted

Dust content
(KCP 2.8.5.2.1)

Not relevant.

Statement accepted
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /
deviations terial Y/N comments
Particle size of dust Not relevant. Statement accepted
(KCP 2.8.5.2.2)
Attrition Not relevant. Statement accepted
(KCP 2.8.5.3)
Hardness and integrity Not relevant. Statement accepted
(KCP 2.8.5.4)
Emulsifiability CIPAC MT 36.3 Fenazaquin | Fenazaquin 100 g/L EC emulsified spontaneously giving a 100 mL Y | Deepthi Prakash, | Accepted
(KCP 2.8.6.1) 10% EC | emulsion, which appeared uniform on visual examination after 30 2019, report No.
batch SCL- | seconds of inversion. No froth was observed at the top or bottom of G13905
92593 the emulsion after 30 seconds
Emulsion stability CIPAC MT 36.3 Fenazaquin | No free oil, froth and cream were observed at the top or bottom of Y |Deepthi Prakash, | Accepted
(KCP 2.8.6.2) 10% EC | the emulsion after 30 minutes, 2h and 24h 2019, report No.
batch SCL- G13905
92593
Re-emulsifiability CIPAC MT 36.3 Fenazaquin | No free oil, froth and cream were observed at the top or bottom of Y | Deepthi Prakash, | Accepted
(KCP 2.8.6.3) 10% EC  |the emulsion after 24h 2019, report No.
batch SCL- G13905
92593
Flowability Not relevant. Statement accepted
(KCP 2.8.7.1)
Pourability CIPAC MT 148 Fenazaquin | Netrelevant- Y | Deepthi Prakash, | Accepted
(KCP 2.8.7.2) 10% EC |1.64 % 2019, report No.
batch SCL- G13905
92593

Dustability following
accelerated storage
(KCP 2.8.7.3)

Not relevant.

Statement accepted

Physical compatibility
of tank mixes
(KCP 2.9.1)

Not relevant.

Statement accepted
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Annex point Method used / Test ma- Findings GLP Reference Acceptability /

deviations terial Y/N comments

Chemical Not relevant. Statement accepted
compatibility of tank
mixes
(KCP 2.9.2)
Adhesion to seeds Not relevant, not used for seed treatment. Statement accepted
(KCP 2.10.1)
Distribution to seed Not relevant, not used for seed treatment. Statement accepted
(KCP 2.10.2)
Other/special studies Notrelevant. ¥ Study accepted
(KCP 2.11) Removal of Fenazaquin — 99.6%
3 Section 3 is presented as a separate document

Please refer to the separate file “dRR Part B3”.
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4 Section 4: Further information on the plant protection product
4.1 Packaging and Compatibility with the Preparation (KCP 4.4)
Table 4.1-1: Packaging information for 100 mL
Type Description
Material: COEX (HDPE/EVOH)
Shapel/size: Round bottle / approx. 57 mm diameter x 75 mm
Opening: 41.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-2: Packaging information for 0.250 liter bottle
Type Description
Material: COEX (HDPE/EVOH)
Shape/size: Round bottle / approx. 61 mm diameter x 138.8 mm
Opening: 41.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-3: Packaging information for 500 mL

Type Description
Material: COEX (HDPE/EVOH)
Shape/size: Round bottle / approx. 69.5 mm diameter x 188.5 mm
Opening: 41.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
UN/ADR compliant
Table 4.1-4: Packaging information for 1 L

Type Description
Material: COEX (HDPE/EVOH)

Shape/size:

Round bottle / approx. 88.5 mm diameter x 239.5 mm
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Type Description
Opening: 41.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
UN/ADR compliant
Table 4.1-5: Packaging information for 5 liter bottle
Type Description
Material: COEX (HDPE/EVVOH)
Shape/size: jerrycan / approx. 136 mm x 192 mm x 285 mm
Opening: 54.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-6: Packaging information for 10 liter bottle
Type Description
Material: COEX (HDPE/EVOH)
Shape/size: jerrycan / approx. 174 mm x 226 mm x 368 mm
Opening: 54.7 mm inner diameter
Closure: HDPE screw cap
Seal: Induction heat seal
Manner of construction extruded
UN/ADR compliant

RMS Comment:

Recommended packaging are accepted
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Appendix 1  Lists of data considered in support of the evaluation

List of data submitted by the applicant and relied on
Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not

KCP 2.2.1 |Deepthi Prakash 2018 | Determination of explosive properties of Fenazaquin 100 g/L EC N SHARDA
Eurofins report No. G13897 Cropchem
GLP, Unpublished Limited

KCP 2.2.2 | Deepthi Prakash 2019 |Oxidizing properties of Fenazaquin 100 g/L EC N SHARDA
Eurofins report No. G13898 Cropchem
GLP, Unpublished Limited

KCP 2.3.1 | Malgorzata Kurka N .

KCP 2.3.3 | Deepthi Prakash 2019 |Determination of auto ignition temperature of Fenazaquin 100 g/L EC N SHARDA
Eurofins report No. G13904 Cropchem
GLP, Unpublished Limited

KCP 2.5.1 | Deepthi Prakash 2018 |Determination of viscosity of Fenazaquin 100 g/L EC N SHARDA
Eurofins report No. G13900 Cropchem
GLP, Unpublished Limited

KCP 2.5.2 | Deepthi Prakash 2018 |Determination of surface tension of aqueous solution of Fenazaquin 100 g/L EC N SHARDA
Eurofins report No. G 13901 Cropchem
GLP, Unpublished Limited

KCP 2.6.2 |Deepthi Prakash 2018 | Determination of density and relative density of Fenazaquin 100 g/L EC N SHARDA
Eurofin report No. G13902 Cropchem
GLP, Unpublished Limited

KCP 2.7.1 | Deepthi Prakash 2019 |Accelerated storage stability test by heating at elevated temperature of fenzaquin 100 g/L EC. N Sharda
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
Eurofins Advinus Limited
Study No. G13905
GLP
Unpublished
KCP2.7.5 |Maranna Gari Rekha N .
KCP2.11 | Deepthi Prakash N .
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

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

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
List of data relied on and not submitted by the applicant but necessary for evaluation
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not
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Appendix 2  Additional data on the physical, chemical and technical proper-
ties of the active substance

A2l Fenazaquin

Not relevant. There is no additional data on the active substance.



