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Version history

When

What

31/08/2020

Original Bayer CropScience document (Regulation 1107/2009 - Art. 43)
Foramsulfuron

August 2021

The renewal of the authorisation of the PPP (Art 43); ZRMS evaluation
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OECD Statement on Confidentiality

The summaries and evaluations contained in this monograph or review report may be based on
unpublished proprietary data submitted for the purpose of the assessment undertaken by the
regulatory authority that prepared it. Other registration authorities should not grant, amend, or
renew a registration on the basis of the summaries and evaluation of unpublished proprietary
data contained in this Monograph or review report unless they have received the data on which
the summaries and evaluation are based, either:

*  From the owner of the data; or

»  From a second party that has obtained permission from the owner of the data for this pur-
pose or, alternatively, the applicant has received permission from the data owner that the
summaries and evaluation contained in this Monograph or review report may be used in
lieu of the data; or

« Following expiry of any period of exclusive use, by offering — in certain jurisdictions —
mandatory compensation;

unless the period of protection of the proprietary data concerned has expired.
Applicants wishing to avail of information in this Monograph or review report should seek ad-

vice from the regulatory authority to which application is made concerning the requirements in
their country.
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zZRMS comment: no new studies were submitted during the renewal of authorisation. Please refer to
the core dossier. Commercial packaging remain uchanged (see point 4.1).

XXXXX



Product code: 102000025743
Product name: FSN+TCM OD 80
Part B — Section 1, 2 and 4 - Core Assessment

Page 6 /44
Version 301 April 2020
Applicant/ZRMS version

XXXX

1.2.31 Foramsulfuron

Foramsulfuron

There are no relevant impurities.

min. 973 g/kg (EFSA Journal 2016; 14(3):4421)
(No FAO specification)
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Anon.; 2019; M-511911-03-1

Anon.; 2019; M-470109-02-2

Anon.; 2019; M-572770-03-1
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4 Section 4: Further information on the plant protection product
4.1 Packaging and Compatibility with the Preparation (KCP 4.4)

The nature and characteristics of the packaging: information with regard to type, dimensions, capacity,
size of opening, type of closure, strength, leakproffness, resistance to normal transport and handling, re-
sistance to and compatibility with the contents of the packaging, have been submitted, evaluated and are
considered to be acceptable.

Table 4.1-1: Packaging information for bottles
Type Description
Material: COEX/PA Coextruded high density polyethylene (HDPE) with an internal
barrier layer made of polyamide (PA)
COEX/EVOH Coextruded high density polyethylene (HDPE) with an internal
barrier layer made of ethylene vinyl alcohol copolymer (EVOH)
Shape/size: cylindrical / rectangular — see below for sizes
Opening: screw cap 32mm, 50 mm and 63 mm
Closure: polyethylene screw cap
Seal: HF seal, Foam Disc
Manner of construction | extruded (HDPE)
co-extruded (HDPE/PA, HDPE/EV)
UN/ADR compliant
Volume 50-mi 100-ml 250 ml
Material | - - COEX HDPE/PA
Material Il COEX/EVOH COEX/EVOH COEX/EVOH
Shape eyhindrical eylindrical cylindrical
size [mm] 44%-82.6-mm 441145 mm 62.5 x 137 mm
Opening 27-8-mm 2-8-mirm 45 mm
Closure Serew-cap-32-mm Serew-cap-32-mm Screw cap 50 mm
Seal HF-sealfoam-dise HF-sealfoam-dise HF seal, foam disc
Manner of Construction extrudedblow-meulded extruded-blow-moulded extruded, blow moulded
UN/ADR comphiant comphiant compliant
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Volume 500 ml 1L 3L
Material | COEX HDPE/PA COEX HDPE/PA COEX HDPE/PA
Material Il COEX/EVOH COEX/EVOH -
Shape cylindrical cylindrical rectangular
size [mm] 69 x 193 mm 88.5 x 244.5 mm 190 x 140 x 236 mm
Opening 45 mm 45 mm 57.8 mm
Closure Screw cap 50 mm Screw cap Screw cap
Seal HF seal, foam disc HF seal, foam disc HF seal, foam disc
Manner of Construction extruded, blow moulded extruded, blow moulded extruded, blow moulded
UN/ADR compliant compliant compliant
Volume 5L 0L 15 L + cardboard
Material | COEX HDPE/PA COEX HDPE/PA COEX HDPE/PA
Material Il - -

rectangular / 190 x 140 x

rectangular / 226 x 186 x

rectangular / 245 x 225 x

Shape / size [mm] 309 mm 370 mm 404 mm
Opening 57.8 mm 57.8 mm 57.8 mm
Closure Screw cap Screw cap Screw cap
Seal HF seal, foam disc HF seal, foam disc HF seal, foam disc

Manner of Construction

extruded, blow moulded

extruded, blow moulded

extruded, blow moulded

UN/ADR

compliant

compliant

compliant

Complying with CropLife International recommendation for one way agrochemical packaging design
criteria for liquids and solids [Guidelines for the safe formulation and packaging of crop protection prod-

ucts (Guideline 6)].

Resistance of the packaging material:
The material proposed for use (High Density Polyethylene Coextruded) are known from experience to be
compatible with solvent based formulations and are resistant to the influences of chemicals. However,

the resistance of the packaging material to its contents has been tested in the accelerated storage stability
and the 2 years storage stability studies in accordance with CropLife International Technical Monograph
No 17 (June 2009). The results show that no detrimental effects were noted thus demonstrating the ac-

ceptability of the packaging material.
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