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4, Company: CIECH Sarzyna S.A.
Address: ul. Wspdlna 62
00-684 Warschau
Poland
Contact:
Telephone:
e-mail:
5. Company: Albaugh Europe SARL
Address: World Trade Center Lausanne
Avenue Gratta-Paille 2
1018 Lausanne
Switzerland
Telephore: C
e-mail |
6. Company: Nufarm GmbH & Co KG
Address: St.-Peter-Str. 25
A-4021 Linz
Austria
Contact: [ &)
Telephone: RS
e-mail o |
7. Company: SINON Corporation
Address; No. 101, Nanrong Road Dadu District

Taichung City 43245
Taiwan (R.O.C.)

Telephone: —
omail ——
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Address:

8. Company:

Address:

Contact:
Telephone:
Fax:
e-mail:

9. Company:
Address:
Contact:

Telephone:
e-mail:

Glyphosate & the IPA-,K-, DMA and NH4-salts of

Industrias Afrasa, S.A.>

Ciudad de Sevilla 53
46988-Pol.Ind.Fuente del Jarro
Paterna (Valencia)

Spain

Syngenta Crop Protection AG

Rosentalstrasse 67
CH-4002 Basel
Switzerland

Applying on behalf of the members of the Glyphosate Renewal Group

1.2. Primary contact Glyphosate Renewal Group

Contact e

TeeponeNo: |
E-mail address: |

L ARYSTA resigned from the Glyphosate Renewal Group on 07 January 2020
2 AFRASA joined the Glyphosate Renewal Group on 18 December 2019

Glyphosate
January 2020
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1.3. Alternative contact Glyphosate Renewal Group

Alternative contact: _

Telephone No: s
emailatess: |

2. Information to facilitate identification

2.1. Common name (proposed or 1SO-accepted) specifying, where relevant, any variants
thereof such as salts, esters or amines manufactured by the producer

The original 1SO names, IUPAC, CA names were taken from Final addendum to RAR_Volume 1
(October 2015).

Common name (ISO):  Glyphosate®; N=(phosphonomethyl)glycine*
Active ingredient: Glyphosate

Related salt-types: Glyphosate- isopropyl-amine-salt
N-(phosphonomethyl)glycin isopropylammonium (ISO name according to
ECHA®)
Glyphosate-potassium-salt

Glyphosate-potassium (ISO name according to ECHA®)

Glyphosate-ammonium-salt

Ammonium salt of N-(phosphonomethyl)glycine (ISO name according to
ECHA")

Glyphosate — dimethylammonium-salt
Glyphosate DMA salt (ISO name according to ECHA?®)

2.2:-Chemical name (IUPAC and CAS nomenclature)

Glyphosate

IUPAC name: N-(phosphonomethyl)glycine

N-(phosphonomethyl)glycine

GA name: Glycine, N-(phosphonomethyl)- (CA name according to ECHA)

3 ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.012.726
# Alternative name provided in the RAR Volume 1 (October 2015)

> ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.216.627
® ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.214.061
" ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.113.866
8 ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.225.339
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Glyphosate-isopropyl-amine-salt

Glyphosate-isopropylammonium

IUPAC name:

N-(phosphonomethyl)glycine - isopropylamine (1:1)
or isopropylammonium N-(phosphonomethyl)glycinate

N-(phosphonomethyl)glycine isopropylammonium (IUPAC name
according to ECHA®)

CA name:

N-(phosphonomethyl)glycine isopropylammonium salt

Glyphosate-potassium-salt

Glyphosate-potassium

IUPAC name:

potassium N-[(hydroxyphosphinato)methyl]glycine

N-(phosphonomethyl)glycine monopotassium salt (IUPAC name
according to ECHA™)

CA name:

N-(phosphonomethyl)glycine potassium-salt

Glyphosate-ammonium-salt
Ammonium salt of N-(phosphonomethyl)glycine

IUPAC name:

ammonium N-[(hydroxyphosphinato)methyl]glycine

N-(phosphonomethyl)glycine monoammonium salt (IUPAC name
according to ECHA™)

CA name:

N<(phosphonomethyl)glycine ammonium salt

Glyphosate - dimethylammonium salt
Glyphosate DMA salt

IUPAC name:

N-(phosphonomethyl)glycine - dimethylamine (1:1) or
dimethylammonium N-(phosphonomethyl)glycinate

Glyphosate DMA Salt (according to ECHA™)

CA hame:

N-(phosphonomethyl)glycine dimethyl ammonium salt

® ECHA website: https:/echa.europa.eu/de/substance-information/-/substanceinfo/100.216.627
10 ECHA website: https:/echa.europa.eu/de/substance-information/-/substanceinfo/100.214.061
1 ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.113.866
12 ECHA website: https://echa.europa.eu/de/substance-information/-/substanceinfo/100.225.339
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2.3. CAS, CIPAC and EC numbers (if available)

CAS No:

CIPAC No:

EC No:

CAS No:

CIPAC No:

EC No:

CAS No:

CIPAC No:

EC No:

CAS No:

CIPAC No:

EC No:

CAS No:

CIPAC No:

EC No:

Glyphosate
1071-83-6
284
213-997-4

Glyphosate-isopropyl-amine-salt
Glyphosate-isopropylammonium
38641-94-0

284.105

254-056-8

Glyphosate-potassium-salt
Glyphosate-potassium

39600-42-5

284.019

687-795-3

Glyphosate ammonium salt
114370-14-8

284.007

601-309-9

Glyphosate = dimethylammonium salt
Glyphosate DMA salt

34494-04-7
284.102
696-134-8

2.4. Empirical and structural formula, molecular mass

Glyphosate
Empirical-formula: C3HgNOsP
Structural formula: HO CHz\N/CHz\P/OH
~
7( | | o
0] H O
Molecular mass: 169.1 g/mol

Glyphosate-isopropyl-amine-salt
Glyphosate-isopropylammonium

Empirical formula: CsH17N,05P

Glyphosate & the IPA-,K-, DMA and NH4-salts of

Glyphosate
January 2020
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APPENDIX 1: NEW INFORMATION

1. BACKGROUND

Commission Directive 2001/99/EC included glyphosate as an active substance in Annex | to Council
Directive 91/414/EEC. Following a peer review organised by the European Commission, glyphosate
was included in Annex | of Council Directive 91/414/EEC with Commission Directive 2001/99/EC,
entering into force on 1 July 2002. According to Regulation (EU) No 540/2011 glyphosate. was
deemed for approval under Regulation (EC) No 1107/2009 as well.

In agreement with Article 4 of Regulation (EC) No 1141/2010 Monsanto Europe S.A./N.V..on behalf
of the European Glyphosate Task Force submitted an application to Germany as RMS and Slovakia as
Co-RMS notifying the intention to renew the existing approval of glyphosate on 24 March 2011
during the AIR 2 process. A collective supplementary dossier from the Glyphosate Task Force
comprising 24 applicants was submitted on 25 May 2012.

The AIR 2 process at EU level, concluded that it has been established with.respect to one or more
representative uses of at least one plant protection product containing the active substance glyphosate
that the approval criteria provided for in Article 4 of Regulation (EC):No 1107/2009 are satisfied.
Thus the approval criteria of demonstrating a safe use were deemed to be satisfied. It was therefore
appropriate to renew the active substance glyphosate®. Glyphosate was renewed (date of approval) on
16™ December 2017 with the expiration of approval set up for 15" December 2022.

2. THE ACTIVE SUBSTANCE AND THE PLANT PROTECTION PRODUCT

The lead registrant Bayer Agriculture. BVBA®, submitting this application on behalf of the
Glyphosate Renewal Group, was also the lead registrant of the Glyphosate Dossier submitted during
the AIR 2 renewal process in 2012, and previous process in 2002.

Active substance

The 1SO name for the active substance and related salts is provided above under point 2 of this
application document.

The active substance’s minimum purity to be supported during the AIR 5 process remains at 950 g
glyphosate acid/kg (Bayer reference specification), as previously approved at EU level.

The sources of technical glyphosate will be documented and evaluated in company specific J
document(s) of the renewal dossier.

4 COMMISSION IMPLEMENTING REGULATION (EU) 2017/2324.
%% Due to the Bayer-Monsanto acquisition in 2018, the legal entity name Monsanto Europe S.A. / N.V. has been changed to
Bayer Agriculture BVBA.

11
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The compliance of test items relevant in the context of the AIR renewal dossier will be documented in
the J document of the renewal dossier. Purity and impurity profiles of test items that were used in new
and previously evaluated studies but relevant in the context of the re-evaluation will be compared
against the reference specification (based on the batch profiles of all members). Test items used in
studies from the Glyphosate Renewal Group members that might join the Glyphosate Renewal Group
within 3 months of the submission deadline are not included in this overview. If that is the case, then
the Glyphosate Renewal Group will provide this information as soon as possible as an addendum to
this Application.

Plant protection product MON 52276

The representative formulations supporting the renewal of the active substance glyphosate is MON
52276, a soluble concentrate (SL) containing 360 g/L glyphosate as isopropylammonium salt (486

g/L).

This formulation is registered in Europe and will also be the representative. chemical product
supporting the joint Glyphosate Renewal Group dossier for the renewal dossier.: The composition of
this formulation has not changed.

The chemical product MON 52276 has been already peer reviewed during.the previous AIR 2 process
at EU level.

3. SPECIFIC CONCLUSIONS BASED ON PREVIOUS EVALUATION

Please refer to the following regulatory documents:
- EFSA Journal 2015; 13(11): 4302. Conclusion on the peer review of the pesticide risk

assessment of the active substance glyphosate. doi:10.2903/j.efsa.2015.4302.

- EFSA Journal 2017. Conclusion on the peer review of the pesticide risk assessment of the
potential endocrine disrupting properties:of glyphosate. EFSA Journal 2017;15(9):4979, 20
pp. https://doi.org/10.2903/j.efsa.2017.4979

- Commission Implementing Regulation (EU) 2017/2324 of 2 December 2017 renewing the
approval of the active substance glyphosate in accordance with Regulation (EC) No
1107/2009 of the European Parliament and of the Council concerning the placing of plant
protection products on the market, and amending the Annex to Commission Implementing
Regulation (EU) No 540/2011

- SANTE/10441/2017 Rev 2 (9 November 2017). Review report for the active substance
glyphosate finalized in the Standing Committee on Plants, Animals, Food and Feed at its
meeting:on-9 November 2017 in view of the renewal of the approval of glyphosate as active
substance in accordance with Regulation (EC) No 1107/20091

12
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4. LIST OF STUDIES TO BE GENERATED, STILL ON-GOING BUT NOT
EVALUATED AND/OR PEER REVIEWED

The Glyphosate Renewal Group claims data confidentiality for all studies marked with “DC” in the
column labelled “Claims”. The Glyphosate Renewal Group claims data protection for all studies
marked with “DP”.

DISCLAIMER: The lists below were prepared to the best of our knowledge. Further studies not
appearing necessary at this stage may need to be submitted, depending on the outcome . of the
planned/on-going studies, on the outcome of the risk assessment, or based on new requests from the
relevant authorities.

The Glyphosate Renewal Group to the best of its knowledge at the time of application for renewal,

expects that the technical dossier supporting the renewal of glyphosate will include the following non-
vertebrate studies and pieces of information.

13









































