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Version history’

Date Data points containing amendments or additions | Document identifier and
and brief description version number
20 May 2016 Addition of new reports. All amendments are highlighted | CGA219417 11583

in yellow.

8 October 2015, updated
20/5/16

31 March 2017

Addition of new report in CA 6.5.3. All amendments are
highlighted in green.

CGA219417 11583
8 October 2015, updated
20/5/16, 31/3/17

31 May 2017

Addition of 2 new reports in CA 6.1. All amendments are
highlighted in green.

CGA219417 11583
8 October 2015, updated
20/5/16, 31/3/17, 31/5/17

! It is suggested that applicants adopt a similar approach to showing revisions and version history as outlined in SANCO/10180/2013
Chapter 4 How to revise an Assessment Report.

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Art. Justifications of steps Justification: There is no repetition of studies involving vertebrates. Animal
33 taken to avoid animal studies were only performed where there were no data available to address an
(3) ¢ testing and duplication of endpoint, no extrapolation to existing data possible or the available data were not
such testing done according to modern guidelines or because they were necessary to comply
with regulatory requirements outside of EU28. The testing strategy takes into
account methods compliant with the 3R concept for refinement, reduction and
replacement of animal testing where applicable and acceptable.

Art. Reasons for necessity for Reason: since this active substance was previously registered there have been
33 submission of tests and changes to active substance endpoints and test, study and assessment guidelines;
(3) d study reports therefore where necessary in order to obtain re-approval new tests and study
reports are provided.

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17 CGA219417_11583



Annex to Regulation 283/2013

Cyprodinil

L-CA Section 6 Supplement

Page 4

Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.1/01 Joseph T. 2006 Stability of CGA304075 in Animal Tissues and [N Y New data; eligible for |SYN
Milk under Freezer Storage Conditions data protection
Syngenta Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Syngenta Crop Protection, Inc., Greensboro, 2012
USA, T008935-03
GLP
not published
Syngenta File No CGA304075/0005

KCA 6.1/02 Hamilton L., Joseph [2006 Validation of Analytical Method GRM010.01.A |N Y New data; eligible for |SYN

T.

for the Determination of Residues of Cyprodinil
and its Metabolite, CGA304075 in Ruminant
Livestock Commodities

Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta Crop Protection, Inc., Greensboro,
USA, T001771-05

GLP

not published

Syngenta File No CGA219417/1527

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583




Annex to Regulation 283/2013 Cyprodin"

L-CA Section 6 Supplement

Page 5
Reference List, by Data Point 8 October 2015
KCA Section 6, Residues in or on treated products, food and feed
Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.2.3/01 Anderson W. 2006 [14C] Pyrimidinyl-Cyprodinil (CGA219417) - |N Y New data; eligible for |SYN
Method Development for Analysis of data protection
CGA304075 (Metabolite of Cyprodinil) and according to
Related Metabolites from a Lactating Goat SANCO/12576/
Syngenta Crop Protection AG, Basel, 2012
Switzerland
Syngenta Crop Protection, Inc., Greensboro,
USA, T019338-04
GLP
not published
Syngenta File No CGA219417/1497
KCA 6.3.1/01 Sole C. 2003 Residue Study with Fludioxonil (CGA 173506) |N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in France (North)

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2081

GLP
not published
Syngenta File No CGA173506/5767

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.1/02 Sole C. 2003a Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (North) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2082
GLP
not published
Syngenta File No CGA173506/5768
KCA 6.3.1/03 Sole C. 2003b Residue Study with Fludioxonil (CGA 173506) |N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (North) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2123
GLP
not published
Syngenta File No CGA173506/5625
KCA 6.3.1/04 Sole C. 2003c¢ Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in Switzerland

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2154
GLP

not published

Syngenta File No CGA173506/5641

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.1/05 Sole C. 2003d Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Pears in data protection
France (North) according to
Syngenta - Jealott’s Hill International, SANCO/12576/
Bracknell, Berkshire, United Kingdom 2012
ADME - Bioanalyses, Vergeze, France, 02-2119
GLP
not published
Syngenta File No CGA173506/5689
KCA 6.3.1/06 Sole C. 2003e Residue Study with Fludioxonil (CGA 173506) |N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Pears in data protection
France (North) according to
Syngenta - Jealott’s Hill International, SANCO/12576/
Bracknell, Berkshire, United Kingdom 2012
ADME - Bioanalyses, Vergeze, France, 02-2120
GLP
not published
Syngenta File No CGA173506/5690
KCA 6.3.1/07 Sole C. 2003f Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Pears in
France (North)

Syngenta - Jealott’s Hill International,
Bracknell, Berkshire, United Kingdom

ADME - Bioanalyses, Vergeze, France, 02-2121
GLP

not published

Syngenta File No CGA173506/5691

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.1/08 Walser M. 1997 Magnitude of residues in pears after application |N Y New data; eligible for |SYN
of cyprodinil (CGA 219417) and fludioxonil data protection
(CGA 173506) as formulation WG 62.5 (A- according to
9219 B) SANCO/12576/
Novartis Crop Protection AG, Basel, 2012
Switzerland
Novartis Crop Protection AG, Basel,
Switzerland, 2025/96
GLP
not published
Syngenta File No CGA173506/0973
KCA 6.3.1/09 Sole C. 2003g Residue Study with Fludioxonil (CGA 173506) |N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in France (South)

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2126
GLP

not published

Syngenta File No CGA173506/5626

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.1/10 Sole C. 2003h Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (South) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2127
GLP
not published
Syngenta File No CGA173506/5628
KCA6.3.1/11 Sole C. 20031 Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in Spain according to
Syngenta - Jealott’s Hill International, SANCO/12576/
Bracknell, Berkshire, United Kingdom 2012
ADME - Bioanalyses, Vergeze, France, 02-2124
GLP
not published
Syngenta File No CGA173506/5623
KCA 6.3.1/12 Sole C. 2003j Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in Spain

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2125
GLP

not published

Syngenta File No CGA173506/5624

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA6.3.1/13 Walser M. 1997a Magnitude of Residues in Pears after application [N Y New data; eligible for |SYN
of Cyprodinil (CGA 219417) and Fludioxonil data protection
(CGA 173506) as formulation WG 62.5 (A- according to
9219 B) SANCO/12576/
Novartis Crop Protection AG, Basel, 2012
Switzerland
Novartis Crop Protection AG, Basel,
Switzerland, 2063/96
GLP
not published
Syngenta File No CGA173506/0975
KCA 6.3.1/14 Walser M. 1997b Magnitude of Residues in Pears after application |N Y New data; eligible for |SYN

of Cyprodinil (CGA 219417) and Fludioxonil
(CGA 1735006) as formulation WG 62.5 (A-
9219 B)

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Crop Protection AG, Basel,
Switzerland, 2064/96

GLP

not published

Syngenta File No CGA173506/0976

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.3.1/15 Walser M. 1998 Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA 173506) in or on Pears in data protection
Italy according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Crop Protection AG, Basel,
Switzerland, 2072/97
GLP
not published
Syngenta File No CGA173506/1117

KCA 6.3.1/16 Walser M. 1998a Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN

and Fludioxonil (CGA 173506) in or on Pears in
Spain

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Crop Protection AG, Basel,
Switzerland, 2055/97

GLP

not published

Syngenta File No CGA173506/1119

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583




Annex to Regulation 283/2013

Cyprodinil

L-CA Section 6 Supplement

Page 13

Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.1/17 Walser M. 1998b Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA 173506) in or on Pears in data protection
France (South) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Crop Protection AG, Basel,
Switzerland, 2161/97
GLP
not published
Syngenta File No CGA173506/1120
KCA 6.3.1/18 Ertus C., Jonchere F. {2012 Cyprodinil and Dithianon - Residue Study on N Y New data; eligible for |SYN
Apples in Northern France, Germany and data protection
Poland in 2011 according to
Syngenta SANCO/12576/
Anadiag SA, Haguenau, France, R B1042 2012
GLP
not published
Syngenta File No A17447B_10001
KCA 6.3.1/19 Ertus C., Jonchere F. |2012a Cyprodinil and Dithianon - Residue Study on N Y New data; eligible for |SYN

Apples in Southern France and Spain in 2011
Syngenta

Anadiag SA, Haguenau, France, R B1043
GLP

not published

Syngenta File No A17447B_10000

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not YN
KCA 6.3.2/01 Meyer M. 2015 Cyprodinil - Residue Study on Barley in the N Y New data; eligible for |SYN
United Kingdom, Germany and Northern France data protection
in 2013 according to
Syngenta SANCO/12576/
SGS Institut Fresenius GmbH, Taunusstein, 2012
Germany, TK0178711, IF-13/02563482
GLP
not published
Syngenta File No A14325E 10078
KCA 6.3.2/02 Mabhlo C., Bodsch J. {2015 Cyprodinil- Residue Study on Barley in N Y New data; eligible for |SYN
Denmark, Germany, the United Kingdom and data protection
Hungary in 2014 according to
Syngenta SANCO/12576/
SGS Institut Fresenius GmbH, Taunusstein, 2012
Germany, TK0223253-REG
GLP
not published
Syngenta File No A14325E 10084
KCA 6.3.2/03 Meyer M. 2015a Cyprodinil - Residue Study on Barley in N Y New data; eligible for |SYN
Southern France, Spain and Greece in 2013 data protection
Syngenta according to

SGS Institut Fresenius GmbH, Taunusstein,
Germany, TK0178712-REG

GLP

not published

Syngenta File No A14325E 10083

SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.3.2/04 Mahlo C., Bodsch J., {2015 Cyprodinil - Residue Study on Barley in Spain [N Y New data; eligible for |SYN
Link T. and Italy in 2014 data protection
Syngenta according to
SGS Institut Fresenius GmbH, Taunusstein, SANCO/12576/
Germany, TK0223256-REG 2012
GLP
not published
Syngenta File No A14325E 10085
KCA 6.3.2/05 Ertus C. 2016 Cyprodinil - Residue Study on Winter Barley N Y New data; eligible for |SYN
under Field Conditions in Southern France and data protection
Italy in 2015 according to
Syngenta SANCO/12576/
Anadiag SA, Haguenau, France, R B5092 2012
GLP
not published
Syngenta File No A14325E 10094
KCA 6.4.2/01 Joseph T., Hamilton |2006 Cyprodinil - Magnitude of the Residues, N Y New data; eligible for |SYN

L.

including CGA304075, in Meat and Milk
Resulting from the Feeding of Three Levels to
Dairy Cattle

Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta Crop Protection, Inc., Greensboro,
USA, T001784-05

GLP

not published

Syngenta File No CGA219417/1528

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/01 Sole C. 2004 Residue Study with Cyprodinil (CGA219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA173506) in or on Apples data protection
in Switzerland according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 03-0801
GLP
not published
Syngenta File No CGA173506/6057

KCA 6.5.3/02 Maffezzoni M. 1998 Magnitude of Residues After Application of N Y New data; eligible for |SYN

CGA 219417 as Formulation A8779A, WG 75
in Malting Barley.

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro S.A., Aigues-Vives, France,
OF95151/DE93

GLP

not published

Syngenta File No CGA219417/0861

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/03 Maffezzoni M. 1999 Residue Study with CGA 219417 + N Y New data; eligible for |SYN
Cyproconazole in or on Winter Barley in North data protection
of France according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9810301
GLP
not published
Syngenta File No SAN619/6778

KCA 6.5.3/04 Maffezzoni M. 1999a Residue Study with CGA 219417 + N Y New data; eligible for |SYN

Cyproconazole in or on Winter Barley in North
of France

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9810302

GLP

not published

Syngenta File No SAN619/6777

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.5.3/05 Maffezzoni M. 1999b Residue Study with CGA 219417 + N Y New data; eligible for |SYN
Cyproconazole in or on Spring Barley in North data protection
of France according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
9810401
GLP
not published
Syngenta File No SAN619/6801
KCA 6.5.3/06 Tribolet R. 2001 Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
in or on Winter Barley in France (North) data protection
Syngenta Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Syngenta AG, Basel, Switzerland, 2023/99 2012
GLP
not published
Syngenta File No CGA219417/1011
KCA 6.5.3/07 Tribolet R. 2001a Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN

in or on Spring Barley in France (North)
Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta AG, Basel, Switzerland, 2025/99
GLP

not published

Syngenta File No CGA219417/1013

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/08 Maffezzoni M. 1999¢ Residue Study with CGA 219417 + N Y New data; eligible for |SYN
Cyproconazole in or on Spring Barley in North data protection
of France according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
9810402
GLP
not published
Syngenta File No SAN619/6802

KCA 6.5.3/09 Maffezzoni M. 1999d Residue Study with CGA 219417 in or on N Y New data; eligible for |SYN

Spring Barley in North of France

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715402

GLP

not published

Syngenta File No CGA219417/0928

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.53/10 Maffezzoni M. 1998a Residue study with CGA 219417 & CGA N Y New data; eligible for |SYN
114900 in or on Malting Spring barley, France data protection
(North) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9715801
GLP
not published
Syngenta File No CGA114900/0675

KCA 6.53/11 Maffezzoni M. 1999¢ Residue Study with CGA 219417 in or on N Y New data; eligible for |SYN

Spring Barley in North of France

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715401

GLP

not published

Syngenta File No CGA219417/0929

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/12 Maffezzoni M. 1998b Residue study with CGA 219417 & CGA N Y New data; eligible for |SYN
114900 in or on Malting Spring barley, in data protection
France (North) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9715802
GLP
not published
Syngenta File No CGA114900/0674

KCA 6.5.3/13 Tribolet R. 2001b Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN

in or on Spring Barley in France (North)
Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta AG, Basel, Switzerland, 2026/99
GLP

not published

Syngenta File No CGA219417/1014

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.53/14 Maffezzoni M. 1998¢c Magnitude of Residues after Application of N Y New data; eligible for |SYN
CGA 219417 and CGA 64250 as Formulation data protection
A9532B, EC 290 in Malting Barley according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
9715001
GLP
not published
Syngenta File No CGA64250/3369

KCA 6.5.3/15 Maffezzoni M. 1998d Magnitude of residues after application of CGA |N Y New data; eligible for |SYN

219417 & CGA 14900 as formulation in
Malting Winter barley

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715701

GLP

not published

Syngenta File No CGA114900/0670

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.53/16 Maffezzoni M. 1998e Residue Study with CGA 219417 and CGA N Y New data; eligible for |SYN
64250 in or on Malting Spring Barley in France data protection
(North) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9715002
GLP
not published
Syngenta File No CGA64250/3418

KCA 6.53/17 Maffezzoni M. 1998f Magnitude of residues after application of CGA |N Y New data; eligible for |SYN

219417 & CGA 114900 as formulation in
Malting Winter barley

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715702

GLP

not published

Syngenta File No CGA114900/0671

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/18 Maffezzoni M. 1998¢g Magnitude of Residues after Apllication of CGA [N Y New data; eligible for |SYN
219417 and CGA 64250 as Formulation data protection
F70512, EC 290 in Malting Barley according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
OF96142/DE11
GLP
not published
Syngenta File No CGA64250/3370

KCA 6.53/19 Maffezzoni M. 1998h Magnitude of Residues after Application of N Y New data; eligible for |SYN

CGA 219417 as Formulation A8779A, WG 75
in Malting Barley

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro S.A., Aigues-Vives, France,
OF95151/KJ30

GLP

not published

Syngenta File No CGA219417/0862

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/20 Smith J. 1998 Residues of Cyprodinil and Propiconazole in N Y New data; eligible for |SYN
Spring Barley and Processing Products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, GR 2012
44496
GLP
not published
Syngenta File No CGA64250/3380

KCA 6.5.3/21 Smith J. 1999 Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN

Spring Barley and Beer processing products
Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro GmbH, Frankfurt, Germany, gr
42298

GLP

not published

Syngenta File No CGA219417/0901

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

KCA 6.5.3/22 Beinhauer K. 1999 Residues of Cyprodinil in Winter Barley N Y New data; eligible for |SYN
According to BBA Guideline IV, 3-3 and 3-4 data protection
(1990) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
BioChem GmbH, Cunnersdorf, Germany,
971064026
GLP
not published
Syngenta File No CGA219417/0894

KCA 6.5.3/23 Smith J. 1999a Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN

Spring Barley and Beer processing products
Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro GmbH, Frankfurt, Germany, gr
44598

GLP

not published

Syngenta File No CGA219417/0903

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N
KCA 6.5.3/24 Smith J. 1999b Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN
Spring Barley and Beer processing products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, gr 2012
41198
GLP
not published
Syngenta File No CGA219417/0900
KCA 6.5.3/25 Smith J. 1999¢ Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN
Spring Barley and Beer processing products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, gr 2012
43498
GLP
not published
Syngenta File No CGA219417/0902
KCA 6.5.3/26 Beinhauer K. 1999a Residues of Cyprodinil in Winter Barley N Y New data; eligible for |SYN

Novartis Crop Protection AG, Basel,
Switzerland

BioChem GmbH, Cunnersdorf, Germany,
971047027

GLP

not published

Syngenta File No CGA219417/0895

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.6.2/01 Chambers J. 2015 Cyprodinil - Residue Study on Rotational Crops (N Y New data; eligible for |SYN
in Austria and the United Kingdom in data protection
2009/2010 according to
Syngenta SANCO/12576/
Battelle UK Ltd., Ongar, United Kingdom, 2012
37SRX09R03
GLP
not published
Syngenta File No A8637C 10060
KCA 6.6.2/02 Chambers J. 2015a Cyprodinil - Residue Study on Rotational Crops [N Y New data; eligible for |SYN

in Italy and Southern France in 2009 / 2010
Syngenta

Battelle UK Ltd., Ongar, United Kingdom,
37SRX09R04

GLP

not published

Syngenta File No A8637C 10059

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17

CGA219417_11583
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Reference List, by Data Point 8 October 2015
KCA Section 6, Residues in or on treated products, food and feed
Data point Author(s) Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
KCA 6.6.2/03 Ziske J. Bodsch J. (2016 Study-ongoing: N Y New data; eligible for [SYN
Cyprodinil — Residue study on rotational crops data protection
in Germany, United Kingdom, Italy and Spain in according to
2014. SANCO/12576/
Syngenta 2012

SGS Institut Fresenius GmbH, Report Number
IF-14/03024493
GLP

not ﬁublished

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17 CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Anderson W. KCA 6.2.3/01 2006 [14C] Pyrimidinyl-Cyprodinil (CGA219417) - |N Y New data; eligible for |SYN
Method Development for Analysis of data protection
CGA304075 (Metabolite of Cyprodinil) and according to
Related Metabolites from a Lactating Goat SANCO/12576/
Syngenta Crop Protection AG, Basel, 2012
Switzerland
Syngenta Crop Protection, Inc., Greensboro,
USA, T019338-04
GLP
not published
Syngenta File No CGA219417/1497
Beinhauer K. KCA 6.5.3/22 1999 Residues of Cyprodinil in Winter Barley N Y New data; eligible for |SYN

According to BBA Guideline IV, 3-3 and 3-4
(1990)

Novartis Crop Protection AG, Basel,
Switzerland

BioChem GmbH, Cunnersdorf, Germany,
971064026

GLP

not published

Syngenta File No CGA219417/0894

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N
Beinhauer K. KCA 6.5.3/26 1999a Residues of Cyprodinil in Winter Barley N Y New data; eligible for |SYN
Novartis Crop Protection AG, Basel, data protection
Switzerland according to
BioChem GmbH, Cunnersdorf, Germany, SANCO/12576/
971047027 2012
GLP
not published
Syngenta File No CGA219417/0895
Chambers J. KCA 6.6.2/01 2015 Cyprodinil - Residue Study on Rotational Crops [N Y New data; eligible for |SYN
in Austria and the United Kingdom in data protection
2009/2010 according to
Syngenta SANCO/12576/
Battelle UK Ltd., Ongar, United Kingdom, 2012
37SRX09R03
GLP
not published
Syngenta File No A8637C 10060
Chambers J. KCA 6.6.2/02 2015a Cyprodinil - Residue Study on Rotational Crops (N Y New data; eligible for |SYN

in Italy and Southern France in 2009 / 2010
Syngenta

Battelle UK Ltd., Ongar, United Kingdom,
37SRX09R04

GLP

not published

Syngenta File No A8637C 10059

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Ertus C. KCA 6.3.2/05 2016 Cyprodinil - Residue Study on Winter Barley [N Y New data; eligible for |SYN
under Field Conditions in Southern France and data protection
Italy in 2015 according to
Syngenta SANCO/12576/
Anadiag SA, Haguenau, France, R B5092 2012
GLP
not published
Syngenta File No A14325E 10094
Ertus C., Jonchere F. [KCA 6.3.1/18 2012 Cyprodinil and Dithianon - Residue Study on N Y New data; eligible for |SYN
Apples in Northern France, Germany and data protection
Poland in 2011 according to
Syngenta SANCO/12576/
Anadiag SA, Haguenau, France, R B1042 2012
GLP
not published
Syngenta File No A17447B 10001
Ertus C., Jonchere F. [KCA 6.3.1/19 2012a Cyprodinil and Dithianon - Residue Study on N Y New data; eligible for |SYN

Apples in Southern France and Spain in 2011
Syngenta

Anadiag SA, Haguenau, France, R B1043
GLP

not published

Syngenta File No A17447B_10000

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Hamilton L., Joseph |[KCA 6.1/02 2006 Validation of Analytical Method GRM010.01.A |N Y New data; eligible for |SYN
T. for the Determination of Residues of Cyprodinil data protection
and its Metabolite, CGA304075 in Ruminant according to
Livestock Commodities SANCO/12576/
Syngenta Crop Protection AG, Basel, 2012
Switzerland
Syngenta Crop Protection, Inc., Greensboro,
USA, T001771-05
GLP
not published
Syngenta File No CGA219417/1527
Joseph T. KCA 6.1/01 2006 Stability of CGA304075 in Animal Tissues and |N Y New data; eligible for |SYN

Milk under Freezer Storage Conditions
Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta Crop Protection, Inc., Greensboro,
USA, T008935-03

GLP

not published

Syngenta File No CGA304075/0005

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Joseph T., Hamilton |[KCA 6.4.2/01 2006 Cyprodinil - Magnitude of the Residues, N Y New data; eligible for |SYN
L. including CGA304075, in Meat and Milk data protection
Resulting from the Feeding of Three Levels to according to
Dairy Cattle SANCO/12576/
Syngenta Crop Protection AG, Basel, 2012
Switzerland
Syngenta Crop Protection, Inc., Greensboro,
USA, T001784-05
GLP
not published
Syngenta File No CGA219417/1528
Maffezzoni M. KCA 6.5.3/02 1998 Magnitude of Residues After Application of N Y New data; eligible for |SYN

CGA 219417 as Formulation A8779A, WG 75
in Malting Barley.

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro S.A., Aigues-Vives, France,
OF95151/DE93

GLP

not published

Syngenta File No CGA219417/0861

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.5.3/03 1999 Residue Study with CGA 219417 + N Y New data; eligible for |SYN
Cyproconazole in or on Winter Barley in North data protection
of France according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9810301
GLP
not published
Syngenta File No SAN619/6778

Maffezzoni M. KCA 6.5.3/04 1999a Residue Study with CGA 219417 + N Y New data; eligible for |SYN

Cyproconazole in or on Winter Barley in North
of France

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9810302

GLP

not published

Syngenta File No SAN619/6777

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.5.3/05 1999b Residue Study with CGA 219417 + N Y New data; eligible for |SYN
Cyproconazole in or on Spring Barley in North data protection
of France according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
9810401
GLP
not published
Syngenta File No SAN619/6801

Maffezzoni M. KCA 6.5.3/08 1999¢ Residue Study with CGA 219417 + N Y New data; eligible for |SYN

Cyproconazole in or on Spring Barley in North
of France

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro S.A., Aigues-Vives, France,
9810402

GLP

not published

Syngenta File No SAN619/6802

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.5.3/09 1999d Residue Study with CGA 219417 in or on N Y New data; eligible for |SYN
Spring Barley in North of France data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
ADME - Bioanalyses, Aigues-Vives, France, 2012
9715402
GLP
not published
Syngenta File No CGA219417/0928

Maffezzoni M. KCA 6.53/10 1998a Residue study with CGA 219417 & CGA N Y New data; eligible for |SYN

114900 in or on Malting Spring barley, France
(North)

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715801

GLP

not published

Syngenta File No CGA114900/0675

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.53/11 1999¢ Residue Study with CGA 219417 in or on N Y New data; eligible for |SYN
Spring Barley in North of France data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
ADME - Bioanalyses, Aigues-Vives, France, 2012
9715401
GLP
not published
Syngenta File No CGA219417/0929

Maffezzoni M. KCA 6.53/12 1998b Residue study with CGA 219417 & CGA N Y New data; eligible for |SYN

114900 in or on Malting Spring barley, in
France (North)

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715802

GLP

not published

Syngenta File No CGA114900/0674

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.53/14 1998¢c Magnitude of Residues after Application of N Y New data; eligible for |SYN
CGA 219417 and CGA 64250 as Formulation data protection
A9532B, EC 290 in Malting Barley according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
9715001
GLP
not published
Syngenta File No CGA64250/3369

Maffezzoni M. KCA 6.5.3/15 1998d Magnitude of residues after application of CGA |N Y New data; eligible for |SYN

219417 & CGA 14900 as formulation in
Malting Winter barley

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715701

GLP

not published

Syngenta File No CGA114900/0670

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.53/16 1998e Residue Study with CGA 219417 and CGA N Y New data; eligible for |SYN
64250 in or on Malting Spring Barley in France data protection
(North) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Aigues-Vives, France,
9715002
GLP
not published
Syngenta File No CGA64250/3418

Maffezzoni M. KCA 6.53/17 1998f Magnitude of residues after application of CGA |N Y New data; eligible for |SYN

219417 & CGA 114900 as formulation in
Malting Winter barley

Novartis Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Aigues-Vives, France,
9715702

GLP

not published

Syngenta File No CGA114900/0671

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Maffezzoni M. KCA 6.5.3/18 1998¢g Magnitude of Residues after Apllication of CGA [N Y New data; eligible for |SYN
219417 and CGA 64250 as Formulation data protection
F70512, EC 290 in Malting Barley according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Agro S.A., Aigues-Vives, France,
OF96142/DE11
GLP
not published
Syngenta File No CGA64250/3370

Maffezzoni M. KCA 6.53/19 1998h Magnitude of Residues after Application of N Y New data; eligible for |SYN

CGA 219417 as Formulation A8779A, WG 75
in Malting Barley

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro S.A., Aigues-Vives, France,
OF95151/KJ30

GLP

not published

Syngenta File No CGA219417/0862

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N

Mabhlo C., Bodsch J. |[KCA 6.3.2/02 2015 Cyprodinil- Residue Study on Barley in N Y New data; eligible for |SYN
Denmark, Germany, the United Kingdom and data protection
Hungary in 2014 according to
Syngenta SANCO/12576/
SGS Institut Fresenius GmbH, Taunusstein, 2012
Germany, TK0223253-REG
GLP
not published
Syngenta File No A14325E 10084

Mabhlo C., Bodsch J., [KCA 6.3.2 /04 2015 Cyprodinil - Residue Study on Barley in Spain [N Y New data; eligible for |SYN

Link T.

and Italy in 2014

Syngenta

SGS Institut Fresenius GmbH, Taunusstein,
Germany, TK0223256-REG

GLP

not published

Syngenta File No A14325E 10085

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author 8 October 2015
KCA Section 6, Residues in or on treated products, food and feed
Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N

Meyer M. KCA 6.3.2/01 2015 Cyprodinil - Residue Study on Barley in the N Y New data; eligible for |SYN
United Kingdom, Germany and Northern France data protection
in 2013 according to
Syngenta SANCO/12576/
SGS Institut Fresenius GmbH, Taunusstein, 2012
Germany, TK0178711, 1F-13/02563482
GLP
not published

Syngenta File No A14325E 10078

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17 CGA219417_11583
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Reference List, by Author 8 October 2015

KCA Section 6, Residues in or on treated products, food and feed

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N

Meyer M. KCA 6.3.2/03 2015a Cyprodinil - Residue Study on Barley in N Y New data; eligible for |SYN

Southern France, Spain and Greece in 2013
Syngenta

SGS Institut Fresenius GmbH, Taunusstein,
Germany, TK0178712-REG

GLP

not published

Syngenta File No A14325E 10083

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583




Annex to Regulation 283/2013

Cyprodinil

L-CA Section 6 Supplement

Page 45

Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N
Smith J. KCA 6.5.3/20 1998 Residues of Cyprodinil and Propiconazole in N Y New data; eligible for |SYN
Spring Barley and Processing Products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, GR 2012
44496
GLP
not published
Syngenta File No CGA64250/3380
Smith J. KCA 6.5.3/21 1999 Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN
Spring Barley and Beer processing products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, gr 2012
42298
GLP
not published
Syngenta File No CGA219417/0901
Smith J. KCA 6.5.3/23 1999a Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN

Spring Barley and Beer processing products
Novartis Crop Protection AG, Basel,
Switzerland

Novartis Agro GmbH, Frankfurt, Germany, gr
44598

GLP

not published

Syngenta File No CGA219417/0903

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N
Smith J. KCA 6.5.3/24 1999b Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN
Spring Barley and Beer processing products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, gr 2012
41198
GLP
not published
Syngenta File No CGA219417/0900
Smith J. KCA 6.5.3/25 1999¢ Determination of Residues of Cyprodinil in N Y New data; eligible for |SYN
Spring Barley and Beer processing products data protection
Novartis Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Novartis Agro GmbH, Frankfurt, Germany, gr 2012
43498
GLP
not published
Syngenta File No CGA219417/0902
Sole C. KCA 6.3.1/01 2003 Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in France (North)

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2081

GLP
not published
Syngenta File No CGA173506/5767

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Sole C. KCA 6.3.1/02 2003a Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (North) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2082
GLP
not published
Syngenta File No CGA173506/5768
Sole C. KCA 6.3.1/03 2003b Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (North) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2123
GLP
not published
Syngenta File No CGA173506/5625
Sole C. KCA 6.3.1/04 2003c¢ Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in Switzerland

Syngenta Crop Protection AG, Basel,
Switzerland

ADME - Bioanalyses, Vergeze, France, 02-2154
GLP

not published

Syngenta File No CGA173506/5641

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Sole C. KCA 6.3.1/05 2003d Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Pears in data protection
France (North) according to
Syngenta - Jealott’s Hill International, SANCO/12576/
Bracknell, Berkshire, United Kingdom 2012
ADME - Bioanalyses, Vergeze, France, 02-2119
GLP
not published
Syngenta File No CGA173506/5689
Sole C. KCA 6.3.1/06 2003e Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Pears in data protection
France (North) according to
Syngenta - Jealott’s Hill International, SANCO/12576/
Bracknell, Berkshire, United Kingdom 2012
ADME - Bioanalyses, Vergeze, France, 02-2120
GLP
not published
Syngenta File No CGA173506/5690
Sole C. KCA 6.3.1/07 2003f Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Pears in
France (North)

Syngenta - Jealott’s Hill International,
Bracknell, Berkshire, United Kingdom

ADME - Bioanalyses, Vergeze, France, 02-2121
GLP

not published

Syngenta File No CGA173506/5691

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Sole C. KCA 6.3.1/09 2003¢g Residue Study with Fludioxonil (CGA 173506) |N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (South) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2126
GLP
not published
Syngenta File No CGA173506/5626
Sole C. KCA 6.3.1/10 2003h Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in France (South) according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2127
GLP
not published
Syngenta File No CGA173506/5628
Sole C. KCA6.3.1/11 20031 Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN

and Cyprodinil (CGA 219417) in or on Apples
in Spain

Syngenta - Jealott’s Hill International,
Bracknell, Berkshire, United Kingdom

ADME - Bioanalyses, Vergeze, France, 02-2124
GLP

not published

Syngenta File No CGA173506/5623

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Sole C. KCA 6.3.1/12 2003j Residue Study with Fludioxonil (CGA 173506) N Y New data; eligible for |SYN
and Cyprodinil (CGA 219417) in or on Apples data protection
in Spain according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 02-2125
GLP
not published
Syngenta File No CGA173506/5624
Sole C. KCA 6.5.3/01 2004 Residue Study with Cyprodinil (CGA219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA173506) in or on Apples data protection
in Switzerland according to
Syngenta Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
ADME - Bioanalyses, Vergeze, France, 03-0801
GLP
not published
Syngenta File No CGA173506/6057
Tribolet R. KCA 6.5.3/06 2001 Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN

in or on Winter Barley in France (North)
Syngenta Crop Protection AG, Basel,
Switzerland

Syngenta AG, Basel, Switzerland, 2023/99
GLP

not published

Syngenta File No CGA219417/1011

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YN Syngenta)
Published or not Y/N
Tribolet R. KCA 6.5.3/07 2001a Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
in or on Spring Barley in France (North) data protection
Syngenta Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Syngenta AG, Basel, Switzerland, 2025/99 2012
GLP
not published
Syngenta File No CGA219417/1013
Tribolet R. KCA 6.5.3/13 2001b Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
in or on Spring Barley in France (North) data protection
Syngenta Crop Protection AG, Basel, according to
Switzerland SANCO/12576/
Syngenta AG, Basel, Switzerland, 2026/99 2012
GLP
not published
Syngenta File No CGA219417/1014
Walser M. KCA 6.3.1/08 1997 Magnitude of residues in pears after application |N Y New data; eligible for |SYN

of cyprodinil (CGA 219417) and fludioxonil
(CGA 173506) as formulation WG 62.5 (A-
9219 B)

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Crop Protection AG, Basel,
Switzerland, 2025/96

GLP

not published

Syngenta File No CGA173506/0973

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N
Walser M. KCA6.3.1/13 1997a Magnitude of Residues in Pears after application [N Y New data; eligible for |SYN
of Cyprodinil (CGA 219417) and Fludioxonil data protection
(CGA 173506) as formulation WG 62.5 (A- according to
9219 B) SANCO/12576/
Novartis Crop Protection AG, Basel, 2012
Switzerland
Novartis Crop Protection AG, Basel,
Switzerland, 2063/96
GLP
not published
Syngenta File No CGA173506/0975
Walser M. KCA 6.3.1/14 1997b Magnitude of Residues in Pears after application |N Y New data; eligible for |SYN

of Cyprodinil (CGA 219417) and Fludioxonil
(CGA 1735006) as formulation WG 62.5 (A-
9219 B)

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Crop Protection AG, Basel,
Switzerland, 2064/96

GLP

not published

Syngenta File No CGA173506/0976

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Walser M. KCA 6.3.1/15 1998 Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA 173506) in or on Pears in data protection
Italy according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Crop Protection AG, Basel,
Switzerland, 2072/97
GLP
not published
Syngenta File No CGA173506/1117

Walser M. KCA 6.3.1/16 1998a Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN

and Fludioxonil (CGA 173506) in or on Pears in
Spain

Novartis Crop Protection AG, Basel,
Switzerland

Novartis Crop Protection AG, Basel,
Switzerland, 2055/97

GLP

not published

Syngenta File No CGA173506/1119

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Reference List, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate |Data Justification if data |Owner
Company Report No. study protection |protection is
Source (where different from company) claimed claimed (SYN =
GLP or GEP status YIN Syngenta)
Published or not Y/N

Walser M. KCA 6.3.1/17 1998b Residue Study with Cyprodinil (CGA 219417) [N Y New data; eligible for |SYN
and Fludioxonil (CGA 173506) in or on Pears in data protection
France (South) according to
Novartis Crop Protection AG, Basel, SANCO/12576/
Switzerland 2012
Novartis Crop Protection AG, Basel,
Switzerland, 2161/97
GLP
not published
Syngenta File No CGA173506/1120

Ziske J. BodschJ.  |[KCA 6.6.2/03 2016 Study-ongoing: N Y New data; eligible for [SYN

Cyprodinil — Residue study on rotational crops
in Germany, United Kingdom, Italy and Spain in
2014.

Syngenta

SGS Institut Fresenius GmbH, Report Number
IF-14/03024493

GLP

not ﬁublished

data protection
according to
SANCO/12576/
2012

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583
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Listing of Test and Study Reports and published Papers not submitted, by Author

KCA Section 6, Residues in or on treated products, food and feed

8 October 2015

Author(s) Data point Year Title Vertebrate Data Justification if |Owner
Company Report No. study protection data
Source (where different from company) claimed protectionis |(SYN=
GLP or GEP status YN claimed Syngenta)
Published or not Y/N

None

Syngenta — 8 October 2015 updated 20/5/16, 31/3/17, 31/5/17, 31/5/17

CGA219417_11583




