










MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State 

Spain 

B.3 DATA ON APPLICATION AND EFFICACY

Not needed 

Month and year 

24/04/2022 

Active Substance Notifier 

Flazasulfuron Rotam Agrochemical Europe Ltd. 
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State 

Spain 

B.4. FURTHER INFORMATION

No study 

Month and year 

24/04/2022 

Active Substance Notifier 

Flazasulfuron Rotam Agrochemical Europe Ltd. 
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Study or test considered as relied upon and for which Title of alternative study or case 
data protection has been claimed referenced / submitted by applicant Cat. 4 data 

Data 
requirement 

Title Title 
Reason for equivalence 

point/ Vertebrate / justification for non- RMS Opinion 
reference 

Company Report No. 
study 

Company Report No. 
provision Source (where different Source (where different Submission 

number Author(s) Year 
from company) YIN 

Author(s) Year 
from company) 

YIN 
deadline 

GLP or GEP status GLP or GEP status 
Published or not Published or not 

(analytical report) 
Including field reports 
titled: 
GENERATION OF 
SAMPLES OF GRAPES 
(WINE)RAW 
AGRICULTURAL 
COMMODITY (RAC) 
FOLLOWING 
TREATMENTS WITH 
FLAZASULFURON 
FORMULATIONS FOR 
RESIDUE ANALYSIS; 
Corts, V., 1998; Report 

98-011-H-E-01;
Recerca Agricola S.L.,
Catarroja, Spain
FLAZASULFURON
RESIDUE GRAPE
SPECIMENS
GENERATION AT 
HARVEST AFTER 2
APPLICATIONS;
Legak:is, Ph., 1998;
Reports 98- 005-H-GR-01
and 98-005-H-GR-02;
Hellafarm SA, Maroussi,
Greece
Including amendment to
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Study or test considered as relied upon and for which Title of alternative study or case 
data protection has been claimed referenced / submitted by applicant Cat. 4 data 

Data 

requirement 
Title Title 

Reason for equivalence 

point/ Vertebrate / justification for non- RMS Opinion 

reference 
Company Report No. 

study 
Company Report No. 

provision Source (where different Source (where different Submission 
number Author(s) Year 

from company) YIN 
Author(s) Year 

from company) 
YIN 

deadline 
GLP or GEP status GLP or GEP status 
Published or not Published or not 

analytical report titled as 
analytical report; Koop, 
K., 2013 
and 2014; Amendments 1 
and 2; Harlan 
Laboratories Ltd. (former 
RCC Ltd), Itingen, 
Switzerland 
Report No.: RCC 710932 
RCC Ltd, Environmental 
Chemistry& 
Pharmanalytics Division, 
Itingen, Switzerland 
GLP, unpublished 
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Study or test considered as relied upon and for which Title of alternative study or case 
data protection has been claimed referenced / submitted by applicant Cat. 4 data 

Data 
requirement 

Title Title 
Reason for equivalence 

point/ Vertebrate / justification for non- RMS Opinion 
reference 

Company Report No. 
study 

Company Report No. 
provision Source (where different Source (where different Submission 

number Author(s) Year 
from company) YIN 

Author(s) Year 
from company) 

YIN 
deadline 

GLP or GEP status GLP or GEP status 
Published or not Published or not 

Report No.: JSM0625 Envigo Ltd., Suffolk, UK 
44807/11 GLP, unpublished 
Huntingdon Life Sciences 
Ltd., Cambridgeshire, UK 
GLP, unpublished 

Page 47 of80 











MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Study or test considered as relied upon and for which Title of alternative study or case 
data protection has been claimed referenced / submitted by applicant Cat. 4 data 

Data 
requirement 

Title Title 
Reason for equivalence 

point/ Vertebrate / justification for non- RMS Opinion 
reference 

Company Report No. 
study 

Company Report No. 
provision Source (where different Author(s Source (where different Submission 

number Author(s) Year 
from company) YIN ) 

Year 
from company) 

YIN 
deadline 

GLP or GEP status GLP or GEP status 
Published or not Published or not 

INHIBITION TEST Applicant comment: 
Report No.: 86103245 The EU regulation Acceptable 
Institut fiir Biologische 283/2013, point 8.2.7 
Analytik und Consulting indicates that for herbicides 
IBACON GmbH, 2 aquatic plants should be 
Rossdorf, Germany used (lemna and either 

myriophylum or glyceria): 

8.2.7. Effects on aquatic 
macrophytes 

A test shall be provided 
establishing ECJ0, EC20, 
EC50 and corresponding 
NOEC values for Lemna 
species growth rate and 
yield, based on 
measurements of number o) 
fronds and at least one 
additional measurement 
variable (dry weight, fresh 
weight or frond area). 

For other species of aquatic 
macrophytes, a test shall 
provide sufficient 
information to evaluate 
impact on aquatic plants and 
provide ECJ0, EC20, EC50 
and corresponding NOEC 
values based on 
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Data 

Study or test considered as relied upon and for which 
data protection has been claimed 

Title of alternative study or case 
referenced / submitted by applicant Cat. 4 data 

requirement 1---------�------------------�---�-----------1 Reason for equivalence --�-------1

. 
I

Title Vertebrate Title / . "fi . £ pomt Company Report No. study Company Report No. 1ust1 ication or non-
reference 

Author(s) Year 
Source (where different Author(s 

Year 
Source (where different provision 

number from company) YIN ) from company) 
GLP or GEP status GLP or GEP status 
Published or not Published or not 

measurement of appropriate 
biomass parameters. 

Circumstances in which 
required 

A laboratory test with Lemna 
species shall be performed 
for herbicides and plant 
growth regulators and for 
substances where there is 
evidence from information 
submitted under point 8.6 o} 
Part A of this Annex or point 
10.6 of Part A of the Annex 
to Regulation (EU) No 
284/2013 that the test 
substance has herbicidal 
activity. Additional testing 
may be required by the 
national competent 
authorities on other 
macrophyte species 
depending on the mode o) 
action of the substance, or iJ 
clear indications of higher 
toxicity are apparent to 
dicotyledonous (for example 
auxin inhibitor, broad lea) 
herbicides) or other 
monocotyledonous (for 

YIN 
Submission 

deadline 

RMS Opinion 
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MATCHING ACTIVE SUBSTANCE DATA NECESSARY FOR THE RENEWAL OF THE APPROVAL OF JoGG (confidential) 

Rapporteur Member State Month and year Active Substance Notifier 

Spain 24/04/2022 Flazasulfuron Rotam Agrochemical Europe Ltd. 

Data 

Study or test considered as relied upon and for which 
data protection has been claimed 

Title of alternative study or case 
referenced / submitted by applicant Cat. 4 data 

requirement 1---------�------------------�---�-------- --1 Reason for equivalence --�-------1

. 
I

Title Vertebrate Title / . "fi . £ pomt Company Report No. study Company Report No. 1ust1 ication or non-
reference 

Author(s) Year 
Source (where different Author(s 

Year 
Source (where different provision 

number from company) YIN ) from company) 
GLP or GEP status GLP or GEP status 
Published or not Published or not 

example grass herbicides) 
plant species from efficacy 
or terrestrial non target 
plants tests (see point 8.6 oJ 
Part A of this Annex and 
point 10.6 of Part A of the 
Annex to Regulation (EU) 
No 284/2013). 

Additional aquatic 
macrophyte species tests 
may be undertaken on a 
dicotyledonous species, such 
as Myriophyllum spicatum, 
Myriophyllum aquaticum or 
a monocotyledonous 
species, such as aquatic 
grass Glyceria maxima, as 
appropriate. The need to 
perform such studies shall be 
discussed with the national 
competent authorities. 

Rotam carried out studies 
withLemna 
(monocotyledonous) and 
Myrophilum 
(dicotyledonous) in order to 
have results on the 2 plants 
groups, matching the 
mandatory studies requested 

YIN 
Submission 

deadline 

RMS Opinion 
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