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PART A
RISK MANAGEMENT

1 Details of the application

The company SIPCAM OXON S.p.A. has requested a marketing authorisation in France for the product
LIBECCIO 36 CS (formulation code: SIP 31662), containing 360 g/L clomazone?!, as a herbicide for
professional uses.

Appendix 1 of this document provides a copy of the product authorisation.

Appendix 2 of this document contains a copy of the product label (draft as proposed by the applicant).

1.1 Application background

The present registration report concerns the evaluation of SIPCAM OXON S.p.A.’s application submitted
on 09/07/2018 to market LIBECCIO 36 CS (SIP 31662) in France (product uses described under point 2.3).
France acted as a zonal Rapporteur Member State (zZRMS) for this request and assessed the application
submitted for the first authorisation of this product in France and in other Member States (MSs) of the
Southern zone. The updated version concerns the evaluation of new data submitted by SIPCAM OXON
SPA on 31/05/2021 for the Residues section (application 2021-1271).

The present application (2018-1600 and 2019-2000) was evaluated in France by the French Agency for
Food, Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/2009%, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)®. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of LIBECCIO 36 CS (SIP 31662) have been
made using endpoints agreed in the EU peer review of clomazone. It also includes assessment of data and
information related to LIBECCIO 36 CS (SIP 31662) where those data have not been considered in the EU
peer review process.

This part A of the RR presents a summary of essential scientific points upon which recommendations are
based and is not intended to show the assessment in detail. The risk assessment conclusions provided in
this document are based on the information, data and assessments provided in the Registration Report, Part
B Sections 1-10 and Part C, and where appropriate the addendum for France.

The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

1 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European
Parliament and of the Council as regards the list of approved active substances.

2 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant pro-
tection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC

8 SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and submission
of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5

4 COMMISSION REGULATION (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament
and of the Council as regards uniform principles for evaluation and authorisation of plant protection products



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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This document also describes the specific conditions of use and labelling required for France for the
registration of LIBECCIO 36 CS (SIP 31662).
1.2 Letters of Access

Not necessary: active substance data are not protected any more.

1.3 Justification for submission of tests and studies

According to the applicant: “The tests and study reports are necessary in order to support the authorisation
of LIBECCIO 36 CS (SIP 31662) as a new product in France”.

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of LIBECCIO 36 CS
(SIP 31662), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections
1-7.

2 Details of the authorisation decision
2.1 Product identity

Product code SIP 31662

Product name in MS LIBECCIO 36 CS

Authorisation number 2200101

Kind of use Professional use

Low risk product (article 47) No

Function Herbicide

Applicant SIPCAM OXON S.p.A.

Active substance Clomazone, 360 g/L

(incl. content)

Formulation type Capsule suspension [CS]
Packaging HDPE/EVOH® (0.25L;0.5L;1L)

HDPE/PA® (2 L; 3 L)
HDPE/PA/EVOH’ (5 L)

Coformulants of concern for
national authorisations

Restrictions related to identity

Mandatory tank mixtures None.

5
6
7

High-density polyethylene / ethylene vinyl alcohol.
High-density polyethylene / polyamide.
High-density polyethylene / polyamide / ethylene vinyl alcohol.
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Recommended tank mixtures None

2.2 Conclusion

The evaluation of the application for LIBECCIO 36 CS (SIP 31662) resulted in the decision to grant an
authorisation.

2.3 Substances of concern for national monitoring

Refer to 5.1.1.

2.4 Classification and labelling

24.1 Classification and labelling under Regulation (EC) No 1272/2008

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

Hazard class(es), categories: Hazardous to the aquatic environment - Chronic Hazard, category 1
Hazard pictograms: %'
GHS09
Signal word: Warning
Hazard statement(s): H410: Very toxic to aquatic life with long-lasting effects
Precautionary statement(s): For the P phrases, refer to the existing legislation.
Additional labelling phrases: EUH204: Contains isocyanates. May produce an allergic reaction
EUH_208: Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic
reaction

See Part C for justifications of the classification and labelling proposals.

24.2 Standard phrases under Regulation (EU) No 547/2011

SP1 Do not contaminate water with the product or its container (Do not clean application
equipment near surface water/Avoid contamination via drains from farmyards and roads).

For other restrictions refer to 2.5.

24.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)

None.

2.5 Risk management
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According to the French law and procedures, specific conditions of use are set out in the Decision letter.

The French Order of 4 May 20178 provides that:

- unless otherwise stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days;

- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body
is 5 metres for products applied through spraying or dusting;

- unless otherwise stated in the product authorisation, the minimum re-entry period is 6 hours for field
uses and 8 hours for indoor uses.

Drift reduction measures such as low-drift nozzles are not considered within the decision-making process
in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in
appendix 3 of the above-mentioned French Order.

Finally, the French Order of 26 March 2014° provides that:

- an authorisation granted for a “reference” crop applies also for “related” crops, unless formally stated
in the Decision

- the “reference” and “related” crops are defined in Appendix 1 of that French Order.

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment
from “reference” crops to “related” ones are undertaken even if not clearly requested by the applicant in
their dRR, and a conclusion is also reached on the acceptability of the intended uses on those “related”
crops. The aim of this Order, mainly based on the EU document on residue data extrapolation® is to supply
“minor” crops with registered plant protection products.

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by
the applicant.

The Decision, as reproduced in Appendix 1, takes also into account national provisions, including national
mitigation measures.

25.1 Restrictions linked to the PPP
The authorisation of the PPP is linked to the following conditions:

The applicant is required to comply with the current applicable standard for clothing type PPE (ISO EN
27065)™.

Operator protection:

- Refer to the Decision in Appendix 1 for the details.

Worker protection:

- Refer to the Decision in Appendix 1 for the details.

Bystander and resident
protection

Respect an unsprayed zone of 3 meters from the last treated raw and :
- areas where bystanders are present during treatment
- areas where residents could be present

Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jol/texte

°®  http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

0 SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9

Protective clothing — Performance requirements for protective clothing worn by operators applying pesticides and for re-entry workers. EN
I1SO 27065:2017

1


https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo
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Integrated pest management (IPM)/sustainable use:

Environmental protection

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres to surface water
bodies for use on potatoes, sugarbeet, fodder beet and winter oilseed rape.

Other specific restrictions

Re-entry period 6 hours.

Storage Rinse the packaging at least three times before its disposal.
Risk mitigation | In the case of crop failure, do not plant a short-cycle crop (less than 30 days from
measures sowing/planting to harvest) in the treated plot within 90 days after an application of
clomazone.
2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

None.
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2.6

Intended uses (only NATIONAL GAP)

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (highlighted in green), evaluated and concluded as safe uses by
France as zZRMS. Those uses are then granted in France.

When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.

GAP rev. 1, date: 2022-03-13

PPP (product name/code): LIBECCIO 36 CS (SIP 31662) Formulation type: CS @b
Active substance 1: Clomazone Conc. of a.s. 1: 360g/L©
Safener: - Conc. of safener: -©
Synergist: - Conc. of synergist: -©
Applicant: SIPCAM OXON SpA Professional use: X
Zone(s): Southern Zone ©@ Non-professional use: ]
Verified by MS: Yes
Field of use: Herbicide
RE 3 4 |5 6 7 9 10 B 12 |13 |14
Use- |[Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © |state(s) |or situation | Fn, | controlled . — . (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha g a.s./ha | Water e.g. g safener/synergist
(crop G (additionally: nd stage of crop &|a) per use between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per| ®
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 FR Potato F Weeds  (dicots Spray BBCH 01-BBCH |1 - a) 0.30 a) 108 200- F Acceptable
monocots) 08 b) 0.30 b) 108 500
(Following  the
last ridging and
before soil
cracking)
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- [Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © |state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha g a.s./ha | Water e.g. g safener/synergist
(crop G (additionally: nd stage of crop &|a) per use between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per| 0
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
2 FR Winter oilseed rape | F Weeds  (dicots  and | Spray BBCH 01-BBCH | 1 - a) 0.33 a) 119 200- F Acceptable
monocots) 08 b) 0.33 b) 119 400
(pre-emergence)
3 FR Sugar beet F Weeds  (dicots  and | Spray BBCH 12-BBCH | a) 2 7 a) 0.10 a) 36 200- F Acceptable
monocots) 18 b) 2 b) 0.20 b) 72 400
(early post-emer-
gence)
3 FR Sugar beet F Weeds  (dicots  and | Spray BBCH 12-BBCH |a) 3 7 a)0.05+0.05 |a)36 200- F Acceptable
monocots) 18 b) 3 +0.1 b) 72 400
(early post-emer- b) 0.20
gence)
3 FR Sugar beet F Weeds  (dicots  and | Spray BBCH 12-BBCH | a) 4 6 a) 0.05 a) 18 200- F Acceptable
Fodder beet monocots) 18 b) 4 b) 0.20 b) 72 400
(early post-emer-
gence)
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 in column 1
(c) glkgorg/l ()] No authorisation possible for uses where the line is highlighted in grey, Use should be crossed out

when the notifier no longer supports this use.

10
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Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product/ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 14 Remarks may include: Extent of use/economic importance/restrictions

of equipment used must be indicated.

11
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3 Background of authorisation decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

The product LIBECCIO 36 CS (SIP 31662) is a CS formulation. All studies have been performed in
accordance with the current requirements and the results are deemed acceptable. The appearance of the
product is that of a thick, beige, homogeneous suspension, with a characteristic odour. It is not explosive,
has no oxidising properties and has a flash point higher than 120 °C. It has a self-ignition temperature of
388 °C. In aqueous solution (1 %), it has a pH value of 8 at 20 °C. There is no effect of low and high
temperatures on the stability of the formulation, since after four freeze/thaw cycles and 14 days at 54 °C,
neither the active substance content nor the technical properties were changed. The stability data indicate a
shelf life of at least two years at ambient temperature when stored in HDPE/EVOH bottles.

Since the preparation is an aqueous formulation, compatibility with HDPE/PA and HDPE/PA/EVOH is
acceptable.

The technical characteristics are acceptable for a CS formulation. The formulation is not classified for the
physico-chemical aspect.

3.2 Efficacy (Part B, Section 3)

Considering the data submitted:

For France, the efficacy level of LIBECCIO 36 CS (SIP 31662), when applied pre-emergence, is
considered satisfactory for the control of broad-leaved weeds and some grass weeds for potato and oilseed
rape crops. For sugar beet, the efficacy level of LIBECCIO 36 CS (SIP 31662), when applied early post-
emergence, is considered acceptable for the control of broad-leaved and some grass weeds.

The selectivity level of LIBECCIO 36 CS (SIP 31662) is considered acceptable for all the requested uses.

The risks of negative impact on yield, quality and propagation are considered negligible.

The risk of negative impact on succeeding crops is considered as acceptable. Nevertheless, specific
attention should be paid to susceptible succeeding crops.

The risk of negative impact on adjacent crops is considered as acceptable. Nevertheless, specific attention
should be paid to susceptible adjacent crops.

The risk of resistance developing or appearing to clomazone does not require monitoring for the requested
uses.

3.3 Methods of analysis (Part B, Section 5)

Analytical methodology for the determination of the active substance in the formulation is available and
validated. As the active substance clomazone does not contain any relevant impurity, no pertinent analytical

12
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method is required.
Analytical methods are available in the Draft Assessment Report (DAR) and in this dossier and validated

for the determination of clomazone residues in plants (high-water-content and oily crops), foodstuffs of
animal origin, soil, water (surface and drinking) and air.

3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Active substance: clomazone

ADI 0.133 mg/kg bw/d

ARTfD Not applicable

EU (2008)
AOEL 0.133 mg/kg bw/d

AAOEL Not determined

Dermal ab- | Based on default values according to guidance on dermal absorption (Efsa 2012):

sorption Concentrate Spray dilution
(used in formulation) | (used in formulation)
360 g/L 0.72 g/L
Dermal absorption endpoints % 25 75
Oral _absorp- 100%
tion
34.1 Acute toxicity

LIBECCIO 36 CS (SIP 31662) has a low acute oral, inhalational and dermal toxicity, is not irritating to the
rabbit skin or eye and is not a skin sensitizer. However it is a respiratory sensitiser.

3.4.2 Operator exposure

Summary of critical use patterns (worst cases):

Minimum
Equipment i icati .
Crop type F/G12 _ q 'p Maximum application rate | volume wa
Application method gas./ha ter
(L/ha)
Oilseeds F Vehicle-mounted 119 200
Downward spraying

Considering the proposed uses, operator systemic exposure was estimated using the EFSA model®*:

12 Open field or glasshouse
13 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

13
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0,
Crop Equipment PPE and/or working coverall cl/:) rﬁ‘zggrl;e
. Vehicle Working coverall and gloves during mix-
Oilseeds | mounted Down- ing/loading and application 3
ward spraying g g PP

According to the model calculations, it may be concluded that the risk for the operator LIBECCIO 36 CS
(SIP 31662) is acceptable with a working coverall and gloves during mixing/loading and application.

For details of personal protective equipment for operators, refer to the Decision in Appendix 1.

3.4.3 Worker exposure

Workers may have to enter treated areas after treatment for crop inspection/irrigation or activities. There-
fore, estimation of worker exposure was calculated according to the AOE model. Exposure is estimated to
be 9 % of the AOEL of clomazone, with PPE.

It may be concluded that there is no unacceptable risk anticipated for the worker.

3.4.4 Bystander exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an
approval, review or renewal evaluation of an active substance, i.e., no acute operator or bystander exposure
assessments can be performed with the AOE model where no AAOEL has been set*,

Only resident exposure is provided since, according to EFSA Guidance on the assessment of exposure of
operators, workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal
2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute
toxicity or the potential to exert toxic effects after a single exposure. Exposure in this case will be deter-
mined by average exposure over a longer duration, and higher exposures on one day will tend to be offset
by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander ex-
posure.”

3.4.5 Resident exposure

Residential exposure was assessed according to EFSA model. An acceptable risk was determined for resi-
dents (adult and/or child) without drift reduction technology and mitigation measures:

Model (AOEM) - All pathways (mean) % AOEL clomazone
Resident (children) 27
Resident (adults) 9

14 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for
plant protection products (SANTE-10832-2015 rev. 1.7, 2017).

14
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3.4.6 Combined exposure

Not necessary.

35 Residues and consumer exposure (Part B, Section 7)

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of
0.01* mg/kg in sugar beet for clomazone as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of clomazone residues are unlikely to present a public health con-
cern.

As far as consumer health protection is concerned, zZRMS agrees with the authorization of the intended uses
in France.

Summary for LIBECCIO 36 CS (SIP 31662)

Information on LIBECCIO 36 CS (SIP 31662) (KCA 6.8)

PHI for LI- PHI/ Withholding period* | PHI for LI-
BECCI0 36 cs | Sufficiently supported for CKE;E;é'CS ZRMS Comments
Crop (SIP 31662) (SIP 31662) | (if different PHI pro-
oESbI | comaone | propmady | P
z
Sugar beet F**
NR No (BBCH 18)

NR: not relevant
* Purpose of withholding period to be specified
**  F:PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

Waiting periods before planting succeeding crops

Table : Waiting periods before planting succeeding crops
Waiting period before planting succeeding crops o )
Overall waiting period proposed by zZRMS for LI-

Crop group Led by clomazone BECCIO 36 CS (SIP 31662)

Short cycle crops 90 days In case of crop failure, do not plant a short cycle crop
(less than 30 days from sowing/planting to harvest) in
the treated plot within 90 days after an application of
clomazone.

3.6 Environmental fate and behaviour (Part B, Section 8)

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate predicted
environmental concentration (PEC) values for the active substance and its metabolites for the intended use
patterns. In cases where deviations from the EU agreed endpoints were considered appropriate (for example

15
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when additional studies are provided), such deviations were highlighted and justified accordingly.

The PEC values of clomazone in soil, surface water and groundwater have been assessed according to
FOCUS guidance documents, with standard FOCUS scenarios to obtain outputs from the FOCUS models,
and the endpoints established in the EU conclusions or agreed in the assessment based on new data
provided.

PECsoil and PECsw values derived for the active substance are used for the ecotoxicological risk
assessment. PECgw values for clomazone do not occur at levels exceeding those mentioned in Regulation
(EC) No 1107/2009. Therefore, no unacceptable risk of groundwater contamination is expected for the
intended uses.

Based on vapour pressure, information on volatilisation from plants and soil, and DTsp calculation, no
significant contamination of the air compartment is expected for the intended uses.

3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the formulation was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance
and its metabolites were used for the intended use patterns. In cases where deviations from the EU agreed
endpoints were considered appropriate (for example when additional studies are provided), such deviations
were highlighted and justified accordingly.

Based on the guidance documents, the risks for birds, aquatic organisms, mammals, bees and other non-
target arthropods, earthworms, other soil macro- and micro-organisms and terrestrial plants are acceptable
for the intended uses.

For aquatic organisms, the risk is considered acceptable if an unsprayed buffer zone of 5 metres is
respected.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to 3.6

for the conclusion on the risk of groundwater contamination.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

The active substance clomazone is not approved as a candidate for substitution, therefore a comparative

assessment is not foreseen.

5 Further information to permit a decision to be made or to support
a review of the conditions and restrictions associated with the
authorisation

When the conclusions of the assessment is “Not acceptable”, please refer to relevant summary under
point 3, “Background of authorisation decision and risk management”.
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.11 Post-authorisation monitoring

None.

5.1.2 Post-authorisation data requirements
None.
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Appendix 1 Copy of the product authorisation DAMM

DocSign Envelope 1D FIBBAIAS-DIAA-4025-9FAD-T1D443C02CON

EX

REPUBLIQUE [
FRANCAISE wr
i anses

Décision relative a une demande de modification de 'autorisation de
mise sur le marché d'un produit phytopharmaceutique

Vu les dizpositions du réglement (CE) N® 1107/2009 du 21 ocfobre 2009 ef de zes textes d'application,

Vu le code rural ef de la peche maritime, notamment ke chapire Il du titre V du livre Il des parties legisiative ef
réglementaire,

Vu la demande de modification de lauforization de mise sur e marché du produif phyfopharmaceutigus
LIBECCIO 36 C5

de la société SIPCAM OXON 5PA

enregiztrée zous le n®2021-1274

Vu les conclusions de 'évaluation de 'Anses du 2 février 2022,

La modification de Fautorisation de mise sur le marché du produit désigné ci-aprés est autorisée dans les

conditions précisées dans la présente décision.

La présente décision s'appligue sans préjudice des autres dispositions applicables.

Avertissement :

Le non-respect des conditions décrites ci-dessous peut entrainer le retrait ou la modification de lautorsation
ainsi que foute action incluant des poursuites judiciaires.

LIBECCID 36 C5
AMM n=2200101 Fage 1 sur 3
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DocuSign Envelope ID: FABEA1AS-DIIA-A025-3FAD-T1D443C02C01

EN
REFUBLIQUE
FRANCAISE

Loberid
Eguis

Fratrravif

3.
A 14

anses

Informations générales sur le produit

Moms du produit

LIBECCIO 36 C5
SIRTAKI

Type de produit Produit de référence
SIPCAM OXON SPA
: : Via Sempione, 185
Titulaire

20018 PERO (MILANO)
Italie

Formulation

Suspension de capsules (CS5)

Contenant 380 g/L - clomazone
MNuméro diintramt 431-2018.01
MNumére d'AMM 2200101
Fonction Herbicide
Gamme d'usage Professionnel

L'échéance de validité de la présente décision comespond & celle de lautorisation du produit.

La présente décision peut &tre retirdée ouw modifiée si des éléments le justifient. Les modalités dautorisation du
produit restent inchangées a l'exception de la modification de Fusage mentionne en annexe de la presente

décision.

A Maisons-Alfort, le

LIBECCIO 30 C5
AL n=2200001

11/03 /2022

Do Bigned by
Emwh, Crasllun
AE AT AR RAL SN

Direcirice générale déléguée

en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de l'environnement et du tfravail (ANSES)

Page 2 sur 3
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Docusign Envelope ID: FOBBA1AG-D39A-4D26-9FA0-T1D443CD2CD01

EX
REPUBLIQUE [
FRANCAISE -

Liberts

Egalicé a nses

Fragernité

ANNEXE : Modification des modalités de 'autorisation du produit

Liste des usages concernés autorisés
En I'absence de mention spécifique, les usages autorisés correspondent & une utilisation en plein champ.
En 'absence de restriction, les usages sont autonsés sur I'ensemble des cultures de la portée de usage.
Culture
Zone Non .
P Zone Non g Zone Non attractive en
Dl?se Nor.nbre . Sta.lde \ Del'au EELE Traitée Traitée Traitée plantes floraison
Usages maximale maximum d'application récolte = arthropodes : P
. N . P N aquatique " non cibles (arrété du
d'emploi d'applications BBCH (jours) (métres) non cibles (métres) 20/11/2021)
(métres) )
entre les stades F
15055911 0.1 Lha Zan A (BBCH 18) 5 - - -
Betterave industrielle et
fourragére*Désherbage Fractionnement possible de chacune des applications en 2 apports a la dose maximale d'emploi de 0,05 L/ha.
Intervalle minimum entre les applications : 7 jours.
(1) : En attente du renouvellement de 'AMM
LIBECCIO 36 CS
AMM n=2200101 Page 3 sur 3
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Appendix 2  Copy of the product label

The draft product label as proposed by the applicant is reported below. The draft label may be corrected
with consideration of any new element. The label shall reflect the detailed conditions stipulated in the

Decision.

oxor)

LIBECCIO 36 CS

LIBECCHD 36 C5 est un herbicide foliaire et racinaire anti-dicotylédones
de la pomme de terre et du colza.

Suspension de capsules (C5)

Autorisation de Mise sur le Marché (AM.M.) N° 3000000 délivrée le contenanf 360 g/L (30.9% mim)

J0UDON00T
Détentewr de 'AMM. -
Oxon ltalia 5.p.a., Via Sempione 133,
20016, PERO (MILANO]) - ITALIE

de clomazone

Attention

LIBECCIO 36 CS

H410

P02
P270
Pag
P501

EUH208 Content de la 1,2-benzisothiazol-3{2H}-one. Peut produire une réaction

allergique.
EUH401 Respectez les instructions dutilisation pour éviter les rsques pour ka santé

DWédai de rentrée sur la parcelle aprés fraitement - 6 heures

SPe3 lepmﬁegetlesuganmsaqum respecter une zone non fraitée de 5
métres par

SPe3 Fmpmﬁegetlesplamﬁnmciﬂﬁ respecter une zone non fraitée de 5 métres

5P

Tre-stucmpe puur les organismes aquatiques, entraine des effets néfastes
i long terme

Tenir hors de portée des enfants.

Me pas manger, boire ou fumer en manipulant ce produit

Recueidlir le produit répandu.

Eliminer ce produit et son récipient dans un cenfre de collecte des déchets
dangereux ou spéciux, conformément 3 la réglementation locale.

humaine et Fenvironnement.

rapport aux points deau.

par rapport aux zones non culivées adjacentes.

Me pas polluer l'eau avec le produit et son emballage. Nepasnem:ryeﬂema‘bmel
d"application prés des eaux de surface. Eviter |a contamination via les systémes
d'éwacuation des eaux, 3 partir des cours de ferme ou des routes.

Fabrcant
Omon Ralla 5.

Via Sempiona, 195 - 20016 Pero (M1}, italie [Parc Tertiaine de Bols Diau, 3 alkée des Chewreulis, 69350 Lisgleu, France

Distnbuteur
BELCHIM Crog Prdection France

Eremiers secours

En cas durgence, appelez le 15 ou be centre antipoison puis signalez vos symptémes au réseau Phytattitude, N°
vert 800 887 BET (appel gratuit depuis un poste fixe).

Page 116
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Ne PAS Talre womir. £ LN mediecin. Games [3 Woime au £l |3 maimtenir u chiaud.

Fiche de Données de Securité diaponible sur demands.

Axant toute utllsaton, 355U gue celle-q est Indspensable. Privileglez chague fols gque possinie les méthodes

W* de |of ef date de fabrication [ woir emballiage
KL LUTRES =

Fage2/!&
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LIBECCID 36 CS
RSEErve 3 Un USage professionnel.

PRODUIT POUR LES PROFESSIONMNELS -

UTILISEZ LES PRODUITS PHYTOPHARMACEUTIQUES AVEC PRECAUTION.

AVANT TOUTE UTILISATION, LISEF LETIGUETTE ET LES INFORMATIONS COMCERMANT LE
PRODUIT.

PRECAUTIONS DX EMPLOI

Siockags :

Consenver hors de [ poriée des entans.

Consenier 3 Mecart des alments &t DoISs0NS, Y COMDNS 2L pOoUr animann.

Consenve |3 préparation dans 50n emballage Monging, dars des locaws frals, Secs, bien ventles et fermes & clé. Ne pas
reutilisar lembailage.

LI:%E: Equipements de Protection Individusile (EPI) décfis chaprss sont recormmanaas lors de Nuslisation de LSECCID 36

Pour I'opératsur, porter :

- Pendant le mtangacharngemant:
- (Gants en niifle ceriflas EM 374-3.
- Combinatson de travall en polyester £5% / coton 35% avec Un grammage de 230 gin'® ou plus avec irakament
mepesiart,
- EPI partied (blouss ou tabiler & manches longues) de catéqone Il &f de type PE [3) & porier par-tessus I3
combinzison practee,

- Pendant Fappiicanon [PUlVEsateurs pords OU Taines, 3 mmpe):

Sf appiication avec raciewr 3 cabine :
- Combinalson de Tavall en poiyester 55% / coton 25% avec un grammage d'au moins 230 gim?® avec trakement
déperiant,
- Gants en nitfle 3 usage uNique certifés EN 374-2, dans le cas dune Intarvention sur le matérel pendant la
phase de pulvérisation. Dans ce cas, |es ganis ne dolvent éire pores qu'a Mextéreur de Ia cadine ef dolvert
&tre stockes 3 Maxiénaur de 3 cadine.

Srappﬂ:aum SVEC FaCielr 5ans cabine |
- Combinalson de Favall en poiyesier 65% / coton 35% avec un grammage d'au moins 230 gin avec trakement

dépenant,
- Gants en nitMie cestiiés EN 374-2 3 usage unkjue, dans ke cas dune Intervention sur e materel pendant 13
phase de pulverisation.

Pandant k nemoyage du marémal de puansanon:
- GaMs N Nitme canmes EM 374-3,
- Combiralson de travall en potyester £5% / cobon 35% aves Un grammage de 230 g/ ou plus avec iraksment
seperiant,
- EP| partied (plousa ou fEbiler 3 manches longuss) de catégone Il &f de type PB (3) 3 porier par-fessus 13
combinaison précitée,

Raspectar lee Inatructions dutlisaton pour évfter les neques pour I'homms 8t Femvironnsment
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RECOMMANDATIONS D'EMPLOI

IMPORTANT : lirs attenfivement les Instructions de cethe section afin de garanfir une utllleation sdre st eMcace
da ca prodult.

MODE D'ACTION

LIBECCHO 36 C5 est un hemiide ant-gicotylédonss qui contlent de |3 ciomazone agissant par Inhiiton de |3 synihése
des cantenoides (groupe HRAC F3).

Grace 3 50N achion systemique, 13 clomazone panétre dans les plantes senslbies par les racines ef les Teulles ot 52
déplace principalement dans un fux ascendant, falbiement dans un M descendant (prncipalement absorbée par
rhypocofyie ef oS racines 0os jeunes adventicas).

TASLEAU DES USAGES :

Mombre 5 el du cullunes Préczaulion
maaimal da Irfrvalle Slasdan T8 on sinmenml
Lulture Ciisles | Dosie dlemglad | e dazplization W appicalon
i an
Eoplealion mn ok
i i - chirn
"""r:""' pousdsin acris e Clepaansrrss
Pomme de B demier EuBage ol . o LA ad
Iere Lot 03lhe - wu-l s femorason L plantes nen dbbm
R e & min
- ueles |p-E e F
Jmarn wrer! m fervhm
. Fpplcwion mn ok
"'"':-"-' e - i gua U parvsrmeas
B =il ble mpnim (| . g A
Colza tu'!:idan L - wemin o et ievee B plarries non dbke
S ba colure al des & min
S - schvariion
Q501 Lhe
AT
2] par U prisrrers
BeTmiasu wl Fpplcwion mn soek-
It el Sootpddon IJ;T::TII ‘ﬂ::_‘“ B jous ele priscoee BELCH 18 ﬂ;?::.::n
ol fouiagire - v {BBCH 1Fd 18] =T
A a3 Lhe
[1) Pour proféger les organismes aqUSTqUES, FEEP2GET UNe ZONe Non Traiée g2 5 mElres par rappor aw poinis deall

Pour proteger les plantes non cbies, respecier UNg Zone Non Taltes ge 5 MEres Par rappon 3l Zonss non cultivess
adjaceniss.

[2) Dans e cas O applcations Sractonnéss en betherave |

- Pour 1 3 2 applications de LIBECCIO 36 CS, appliguer 40,1 Lha

- Pour 3 applications de LIBECCIO 35 C5, réallser les deum eres 3 005 Lita ef (3 troisléme & 0.1 Lha

- Pour 4 appikcations de LIBECCIO 35 C5, appliguer 3 0,05 Lha

RESPECT DES LIMITES MAXIMALES DE RESIDUS [LMR)
Les condlfions d'utiisaton de |a préparation, compte b=U des Donnes prEliques aghchies cilques proposess DO chagus
Us3age Sgurant dans 13 liste des usages autorises, permettent de respecter |es lImites maxmales. de residus.

HOUVEAL CATALOGUE DES USAGES ET USAGES MINEURS
Con Halla 5.p.a ne préconise NRNEaton de c& produt que sur les cuiturss ot Usages mentonnés dans le tabieau o-

diessus ef décling loube responsabilite concemant I'élargissement de son wilisation & d'auires cullures ou LEages els que
prevus par FAmee du 26 Mars 2014,

SPECTRE ¥ ACTION
LIBECCIO 36 C5 doit &fre applkque en pré-ievee des OVENTICSE, OU SUF 026 SOVENTCES JEUNes.
- Appiiqué: en préevee de culfures de pomme de teme A (3 dose de 0.3 Liha, LIBECCIO 36 CS est:
* EMcace contre |3 capeedle DOLTEE 3 pasteqr, le gallet, i MourDn des MS2aL, e S8Nepon COMMUN et 13 veronique
?Eugfwerfrémntemmmmemmamm.

- Appiique en prédevee de culures de colza 3 13 dose de 0133 Liha, LIBECCIO 35 G5 est efMcace conre 13 capsale
bourse a pasteur, le mounon 325 olseaux &1 le Ebouret des champs.

Fages/&
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- Applique en postdevée précoce en culiure de befierave selon les condions décrfies dans le tableau tes Usages,
LISECCIO 35 CS a6t eMcacs confre ethiese cigue, amarante rafiechie, capselle bOUrse 3 pastewr, chanopodes, coquelicot,
'F"‘E’L l@teron maraicher, lamier, mainicaire, mencurae, morelle nolre, mowmn des ﬂ'ﬂT‘ﬁ. mouron des Dissaun,
ﬂ'ﬂ.ﬂ'ﬁ!ﬁ!ﬁlﬂ'ﬂ"ﬂpﬁ. EMIW.WMM.WMEHmmmm.

AfIN de completer son eMcachs SUF les adventicss les moins sensibies, || st consellie d'appiquer LIEECCIC 36 CS en
mélange avec f aulres herbiciies nesducires.

PRECOHIS ATIONS D'EMPLOI
Les culfures |evant au momeni de Mapplication peuvent e sévaérsmeant endommagéss.

Les cultures peuvent présenier ties décoiorations lamporaires sur feuliage sulie 3 Fapplication de LIBECCIO 36 CS. Ces
sympitmes pauvent &fre s&véres en cas de precipitations Importantes aprés Fapplication, mals disparaissent rapidemeant
Etamtmmm.eme ELF le rendement.

Me pas appliquer UBECCIO 35 CS sur sof compact ou aves un risgue de stagnation d'aau.

Un niveau Fefcacia rédult paut &tre otsenve sl LIBECCIO 35 CS et appigue sur un Bt de semis sec of moSu ou en
£36 e période s&che proionges apres appication. Pour une eMcace optimaie, ke It de samence doit Sire feme, reguiier,
ameunll ot 36ra.

Eviter les recoupements de @Ampe [ors de ['appicaton.

Pour une melleurs selectvite, |3 profondeur de 5emis dolt &ire de 2 cm minimum.

Me pas appliquer sur 5ol sable: ou s lager, Nl SUr des 50is 3 plus de 10% g matire organique.

En cas oe semis direct, |2 500 SOft 2ire NErse pour COUVIT 26 Semences avant pulverisation.

LIBECCIO 36 CS ne doit pas &re applique sur culures semeat 3 [ volte.

PREPARATION DE LA BOUILLIE

Ustilser un volume de boullle te 200 & S00 Lha pour une application en culhse de coiza et de betterave.
Usilser un volume de boullle de 200 & 500 Lha pour une application en cullse de pomme de feme.

Verser drectement LIBECCKD 36 CS, présante 50us fMe de SUspension e capsules, dans |3 cuve remplie 3 deux tiers
Feau, e systéme Tagitaton en foncionnement. Compléter (3 cuve avec e volume deau nécessare.

W& préparer Que la quantite nécessalre pour la surface 3 malter.

Uilser | boullle Immedaiemant aprs |3 préparation, ne pas 13 lalsser dans e puivenisatayr,

Rincar 3 fois he bidon vide et varser 'eau de rngage dans |3 cuve ou puivenisatalr,

MELANGE ET COMPATIBILITE
Les méianges dolvent &ire mis en csuvTe conformement & L3 mgiementation en viguaur.

Pour |5 proguits £n 3550ciation, consulter leur fiche technique. En c3s de malange de ces produlis, |a plus Torte valeur
pOUr chacun des criteres (DAR, ZNT, deial de rentrée) s'appilque.

APPLICATION
Villler 3 éwiter toute dertve sur les culiures adjacentes &1 Zones non culivées ecouveries de vagetation. L'ubiisaton de
buses ant-oénve est conselliée pour des applications prés de cultures sensibies.

S'35EUNEr Fun réglage Appopis oe ka rampe ainsl que du choix de buses adapiees afin doblenir Una reparttion unitomme
U produll sur la cuture. Appliquer aves Une vitesse T avancement et une hauteur de rampe adaptées.

Traiter par tamps calme.

CULTURES SLNVANTES

ApNEs récolte nomale des culiures raitées, ke 50l doit &tre ravallie 3 une profondeur de 15 cm avant la mise en place
Fume cuibure sulvanie.

Les cutures suvantes peiwvent Stre Implantsss | céndales, colz3, févenole, pois, pomme de teme, maks, Iin, belerave et
navst

CULTURES DE REMPLACEMENT
Dans e cas ol une culiure de remplacament dolt &re mise en place, e sol doit &ire iravallie en profiondaur (minimum 25
o

Apres une appilcation de LIBECCIO 36 CS & 'automne, les cultures de remplacement sulvanies pauvent S Implantaes -
- Al mains § semaines apres Fapplication © fevergie dhiver, condales dhiver

- Al printemps sUlvani, U moins 6 samaknes aprés I'applcalon - pomme de tems, pois &l Teverie

- Au printemps sulvant, 3u Moins 7 mois aprés M'application - conales de prinamps, mals, navet, oignon, carotis, &t Iin,

Apres une appilcaion de UBECCIO 36 CS au printemps, les cullures de rempiacement suhvanies peuvent e
Impiantess ;
- Al moins § semalnes aprés Mapplication © pols, féverie, pomme de teme, canotte, navet, betisrave, olgnon &1 In.

Fages/!&
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- Au moins 9 semaines apnes Fapplication | mals et harlcots verts.

GESTION D' APPARITION DU RISQUE DE RESISTANCE

Il exisie un risque géneral d'apparition d'adventices nesistantes aux herbicides. Néanmoins, dans e but de Imiter ce nsque,
I a5t nécessalre o2 respectsr los préconisations dempiol de cette atiquetie (doses, conditions application. ) £, 3 chagque
fois que C'est possiie, de varker es substances chimiques et d'altemer avet des produits 3 mogdes d'action difMSrants, tant
au cours dfune saison culturaie gue dans |a rotation.

ENTRETIEN DU PULVERISATEUR

Aprés chaque joumée de frallement avec LIBECCIO 36 CS, rincer solgneusement |e pulversatewr (cuve et cirult de
puverisation) & Peau clalre addfionnes dun moullant [FecOmMandé pour ke netioyage des puiverisateurs) ef
corormement 3 1 lagisiation en vigueur.

ELIMINATION DU PRODLNT ET DE SON EMBALLAGE

Ne pas reutiiser Famiballage. Pour 'Siminasion des pmduits non uslisables, faire appel 3 une entreprise haolités pour 13
collecte et Pélmination des produits dangerean Ellminer lee embalages vides via une collecte organisée par les
distrDuteLrs partenalres de a fllen AJaIor o un aute sanvice de collecis spacique.

Important © especier les usages doses, condlfions ef pEcauions demped mendonnés sur fembaliage Qui onf 262
pelerTINgs en fanction Jes CaracErIsiques ou produl Sf 0es appicatons pour lesquedes N est preconise. Conduire sur

Eﬂmﬁfﬂm@?mmﬁﬁmEmmiﬂmmmfw mm.resmﬁanm e
fous les facteurs parficullers CORCEMAnt voire axpioffation, teis que I3 Nature du 500 fe5 conamions MAomiogiques, ks
mamodas culfwaies, ks vanies vageales, ia nesistance des espEces...

Ne pouvant contriler ke stockage, Ie fransport, e mode drumlisation, les fagons cuilrales, e dosage, efc. ef sachant que
cmmmmerMmmmem Eaciions mmmﬁﬂm,mm_ﬂﬂw
SCCepler UCUNE MESpONSaiine en raoport avec Lne moindre eficacid ou 085 JomMEges guw DOoUTEen! resuker oe
Fappiication de nofre produl. Le fabricant garantt i3 quaite de 565 prodults vendus dans lew embalage dongine. ainsi
que leur cORITIIE 3 Maufos3tion oo MISE SUT I8 MAarhe an Vguewr.

Compte teny de fa dversie des kgisistions existantes, I 57 fecOMMANE, dans fe cas of es denmes 55085 des culures
protepess avec coffe spaciale sonf destindes 3 Jexporation, de verfier [3 ragiementation en viguewr Jans ke pays

impartateur.
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