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REQUEST FOR DATA CONFIDENTIALITY IN ACCORDANCE WITH ARTICLE 14
OF DIRECTIVE 91/414/EEC AND ARTICLE 63 OF REGULATION (EC) No.
1107/2009

Syngenta hereby requests data confidentiality for all the information listed in the attached document
on the basis that this information is regarded as proprietary. This request takes into account the
provision of Article 14 of Directive 91/414/EEC and of Council Directive 90/313/EEC of 7 June 1990
or Article 63 of Regulation (EC) No. 1107/2009 on the freedom of access to information.

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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CONFIDENTIAL DATA RELATING TO THE FORMULATED PRODUCT
This document reviews the confidential information for the product A16971B containing:

e 400 g/kg cyantraniliprole which is a new active substance currently under review under
Regulation (EC) 1107/2009 with UK as RMS and France as Co-RMS. Inclusion has been
recommended.

A16971B is a water dispersible granule for use as a foliar insecticide in use in tree, shrubs, perennials,
pot plants, cut flowers and flower seeds in greenhouses. A16971B was the representative formulation
in the EU review of cyantraniliprole.

Where appropriate this document refers to the DAR finalised by the RMS in June 2014 and/or the
EFSA Conclusion from September 2014. This will be when:

e the active substance data are relied upon in the risk assessment of the formulation.

Note: this Part C document only reviews active substance and formulated product data and additional
information that have not been considered previously within the EU review process, as part of an EU
approval decision. New active substance data are only to be included if they are considered essential
for the evaluation and in this case a full study summary is provided. In the case where the
formulation has been previously evaluated, at European level, OECD study summaries are not
provided.

The active substance is co-owned and developed with DuPont. Syngenta and DuPont are joint
applicants for the active substance, whereas formulation data are owned by the respective applicants
individually.

Appendix 1 of this document contains the list of references included in this document for support of
the evaluation.

Information on the detailed composition of A16971B can be found in the confidential dossier of this
submission (Registration Report, Part C).

Cyantraniliprole

The EU review for cyantraniliprole is on-going (as part of a Global Joint Review Project) and EU
approval has been recommended. The DAR finalised by the RMS in June 2014 and the EFSA
Conclusion for cyantraniliprole published in September 2014 (EFSA Journal 2014; 12(9):3814) are
considered the relevant sources of information for this active substance

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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1A 1 IDENTITY OF THE PLANT PROTECTION PRODUCT
IITA 1.2 Manufacturing Details
ITIA 1.2.1 Manufacturer(s) of the preparation

Location of the manufacturing site

Address of plant:

Address of plant:

Address of plant:

Address of plant:

Contact:

Telephone number:
Fax number:
E-mail: o.

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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IITA 1.2.2 Manufacturer(s) of the active substance(s)
Cyantraniliprole
Location of the manufacturing site

Address of plant:
Address of plant:
Address of plant:
Contact:

Telephone number:
Fax number:
E-mail:

It should be mentioned that in the DAR, the

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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1A 1.2.3 Statement of purity (and detailed information on impurities) of the active

substance(s)

II1A 1.4 Detailed composition of the preparation

1I1A 1.4.1 Contents of active substance and formulants

Table 1.4.1-1: EU Conclusions - purity of cyantraniliprole

Test Substance

EU agreed minimum purity
(Reg. (EU) 2016/1414)

Cyantraniliprole

Relevant impurity

EU agreed limits
(Reg. (EU) 2016/1414)

IN-Q6S09-003

IN-RYA13-001

Methanesulfonic acid

Acetonitrile

n-heptane

3-picoline

The tables below summarise the content of the pure and technical active substances.

Pure cyantraniliprole in A16971B

content of pure active substance:

limits :

Technical cyantraniliprole in A16971B

at a minimum purity of the technical active substance of 94.0 % w/w.

content of technical active substance:

limits :

at a typical purity of the technical active substance of

content of technical active substance:

limits :

Formulants
Please refer to Annex Point IIIA 1.4.4 (below).
IITA 1.4.2 Certified limits of each component

This is not an EC data requirement.

Applicant: Syngenta

Evaluator: NL, Ctgh
Date: June 2018
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I11A 1.4.4 Identity and content of formulants

For a list of trade names for formulants refer to the SDS Document.

Report: ITA 1.4.4/01 <= 1582015, A16971B Material Safety Data Sheets. Syngenta Crop Protection
AG, Basel, Switzerland, Syngenta File No. A16971B_10187

Sodium lignosulfonate
Function: 5.1.1.c Woo

CA name : lignosulfonic acid, sodium salt

Trade Name: w

CAS No. 8061-51-6

EINECS No. 232-50-59

Structure :

buiten reikwijdte verzoek|

. . ouiten reikwijdte verzoe
Polydimethylsiloxane -
5.1.1.c Woo|

Function:

CA name : di-Me siloxanes and silicones
Trade Name:

CAS No. 63148-62-9

EINECS No. not available

Structure : 5.1.1.c Woo

Silicium oxide
‘

. 5.1.1.c Woo
Function:

CA name: silicium oxide
Trade Name: 0.1.1.c Wool
CAS No. 61790-53-2
EINECS No. 612-383-7

5.1.1.c Wo(
Structure : -

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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The amount of present in the formulation will vary depending on the purity of the active
substance and function as quantum suffices to add up to 100 % w/w. The content of the
formulation, based on minimum? and typical® active substance purities are given above.

ITIA 1.4.5.1 Description of formulation process

This is not an EC data requirement.

ITIA 1.4.5.2 Discussion of the formation of impurities of toxicological concern

IN-RYA13-001, IN-Q6S09-003, n-heptane, 3-picoline, methanesulfonic acid and acetonitrile are
relevant impurities in A16971B.

The relevant impurities IN-RY A 13, IN-Q6S09-003, n-heptane, 3-picoline, methanesulfonic acid and
acetonitrile may be present in trace amounts in cyantraniliprole technical material.

These relevant impurities cannot be formed from cyantraniliprole, or from other formulation
components of A16971B and will not increase in concentration during storage of the formulation.
Therefore, it is not necessary to provide data for the content of these relevant impurities in A16971B
after storage.

ITTA S ANALYTICAL METHODS

IITA 5.2.4 Description of the analytical methods for the determination of relevant
impurities

Not required as no toxicologically, ecotoxicologically or environmentally relevant impurities will be
formed by the manufacturing process.

ITIA 5.2.5 Description of the analytical methods for the determination of formulants
This is not an EC data requirement.

IITA 7 TOXICOLOGICAL STUDIES

IITA 7.9.1 Material safety data sheets

Copies of the Material Safety Data Sheets (MSDS) for the formulants are included in the document
referenced below.

Report: II1A 7.9.1/01 2015, A16971B Material Safety Data Sheets. Syngenta Crop Protection
AG, Basel, Switzerland, Syngenta File No. A16971B 10187

ITIA 7.9.2 Available toxicological data for each formulant

The available toxicological data are reported in the MSDS for the formulant. The resultant
classifications based on these data, according to Regulation (EC) No 1272/2008 as amended, are
given in the following table.

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018
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Table 7.9.2-1: Available toxicological data for each formulant in A16971B

Component Composition Classification Classification

(Chemical name, CAS No) g/kg % wiw (67/S48/EEC as (1272/2008 as
amended) amended)

Cyantraniliprole ( R50/53 H400, H410

CAS : 736994-63-1

Sodium lignosulfonate None None

CAS : 8061-51-6

Polydimethylsiloxane None None

CAS : 63148-62-9

Silicium oxide None None

CAS : 61790-53-2

) The amount of carrier present in the formulation will vary depending on the purity of the active substance and function as
quantum suffices to add up to 100 % w/w. The carrier content of the formulation, based on typical active substance purities
is given above.

IITA 11.3 Justified Proposals for Classification and Labelling

The classification for A16971B is included in the product safety data sheet which is provided in
Annex Point IITA 7.9.1 above. The classification according to Regulation (EC) No 1272/2008, as
amended, is based on the product data detailed in Annex Point IIIA 2, Annex Point IIIA 7.1 and
Annex Point IIIA 10.2 and the classification of the components as indicated in the individual MSDSs
(provided in Annex Point IIIA 1.4.4, and 7.9.1, and summarised in Annex Point [IIA 7.9.2, above).
Justification for this classification is given below.

Classification according to Directive 1999/45/EC as amended is included in the MSDS for A16971B.

Table 11.3-1: Justified proposal for classification and labelling of A16971B in accordance with
Regulation (EC) No 1272/2008, as amended

Hazard Statement Triggered by Justification
H400 is required on the basis of the classification of the aquatic
H400 Al16971B toxicity data for the formulated product A16971B. Statement
triggered but not required on label as H410 is assigned.
H410 A16971B H410 is required based on the summation of concentrations of

classified components.

Assessment of component classifications that do not result in classification of the product

Aquatic Acute 1;

H400 Cyantraniliprole H400 & H410 are required for A16971B.
Aquatic Chronic 1; (CAS: 736994-63-1)
H410

Applicant: Syngenta

Evaluator: NL, Ctgh

Date: June 2018
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Table 11.3-2: Justification for selection of P statements

P statement Justification for selection

P273 Recommended in the ECHA labelling guidance for hazardous to the aquatic environment —
chronic hazard.

P391 Recommended in the ECHA labelling guidance for hazardous to the aquatic environment —
chronic hazard.

P501 Recommended, for industrial / professional users, in the ECHA labelling guidance for
hazardous to the aquatic environment — chronic hazard.

Supplemental Information

EUH statement Justification for selection
EUH401 Required for substances and mixtures within the scope of Directive 91/414/EEC.
Applicant: Syngenta Evaluator: NL, Ctgb

Date: June 2018
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STATEMENT ON THE REGULATORY STATUS OF FORMULANTS

The formulation inerts in the plant protection product A16971B are listed in the following sources for different uses:

e European Pharmacopoeia (4. Edition, 2002)

e Directive 95/2/EC (food additives other than colours and sweeteners)

e Directive 91/248/EC (additives in feeding stuffs)

e Directive 96/335/EEC (inventory of substances used in cosmetics)

e Directive 90/128/EEC (plastics materials and articles intended to come into contact with foodstuffs)

Formulation Inerts CAS Number EINECS European Directive Directive Directive Directive
Pharmacopoeia 95/2/EC 91/248/EC 96/335/EEC 90/128/EEC

Sodium lignosulfonate 8061-51-6 232-50-59 - - Annex [ Annex I -

Polydimethylsiloxane 63148-62-9 Not available Monograph Annex IV - Annex I Annex ITA, 11T

Silicium oxide 61790-53-2 612-383-7 - Annex IV &V Annex [ - Annex I1I

Applicant: Syngenta Evaluator: NL, Ctgb

Date: June 2018
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MATERIAL SAFETY DATA SHEETS

For ease of reference, material safety data sheets for the product and all formulation components have
been compiled into one confidential report (refer to Annex Point IIIA 1.4.4 and 7.9.1 above for details).
Relevant sections of the safety data sheet for the product are also presented in Part B Section 1 where
appropriate within the Annex Points.

Applicant: Syngenta Evaluator: NL, Ctgb
Date: June 2018



Part C — Confidential Information

Core Assessment

A16971B

Registration Report

Central, Southern zone(s)

Page 14 of 14

Appendix 1: List of data submitted in support of the evaluation

Art. Justifications of steps taken to
33 (3) avoid animal testing and
¢ duplication of such testing

Art. Reasons for necessity for
33 (3) submission of tests and study

d reports

Justification: This is a new plant protection product or a new use for an existing plant protection product which is intended to be
authorized in Member States for the first time. There is no duplication of vertebrate studies and extrapolation to data of similar
formulations is not possible. The testing strategy takes into account methods compliant with the 3R concept for refinement, reduction

and replacement of animal testing where applicable and acceptable.

Reason: This a new plant protection product or a new use for an existing plant protection product and there is no EU derogation
allowing for these data points to be addressed by extrapolation from existing data; therefore in order to obtain approval new tests were
required and the study reports are provided.

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study
Y/N

Data
protection
claimed
Y/N

Justification if
data protection
is claimed

Owner

SYN =
Syngenta

KIITA1 1.4.4/
01 & KIITA1
7.9.1/01

2015

A16971B Safety Data Sheet Document
Syngenta Crop Protection AG, Basel, CH,
Not GLP, not published

Syngenta File No A16971B 10187

This is CONFIDENTIAL INFORMATION

N/A*

N/A

SYN#*

KIIIA1 6 /01

Anonymous

2015

A16971B — BAD Mainspring

Syngenta Crop Protection AG, Basel, CH,
Not GLP, Not published

Syngenta File No A16971B 10567

This is CONFIDENTIAL INFORMATION

N/A*

N/A

SYN#*

* Data protection is country specific; for the data protection claim, and justification of that claim, please refer to Part A, Appendix 3 for the relevant country

**Syngenta requests data confidentiality for these data. Disclosure of the information might undermine Syngenta’s commercial interests by providing access to Syngenta specific know-how used to

develop unique positions and approaches to risk assessment.
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