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PART A - Risk Management

The company Danstar Ferment AG has requested a marketing authorisation in France for the product LALSTOP K61
WS, containing 1x10%° CFU/g of Streptomyces strain K61 for use as a fungicide.

The risk assessment conclusions are based on the information, data and assessments provided in Registration Report,
Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and assessments
provided in Registration Report, Part B include assessment of further data or information as required at national
registration by the EU peer review. It also includes assessment of data and information relating to LALSTOP K61
WS where those data have not been considered in the EU peer review process. Otherwise assessments for the safe use
of LALSTOP K61 WS have been made using endpoints agreed in the EU peer review(s) of Streptomyces strain K61

This document describes the specific conditions of use and labelling required for France for the registration of
LALSTOP K61 WS.

Appendix 1 of this document provides a copy of the French Decision.
Appendix 2 of this document is a copy of the draft product label as proposed by the applicant.

Appendix 3 of this document is a copy of the letter(s) of Access.
1 DETAILS OF THE APPLICATION

1.1 Application background

The present registration report concerns the evaluation of Danstar Ferment AG’s application to market LALSTOP
K61 WS in France as a fungicide (product uses described under point 2.3). France acted as an interzonal Rapporteur
Member State (izRMS) for this request and assessed the application submitted for the first authorisation of this product
in France and in other MSs of the European Union.

1.2 Active substance approval

Streptomyces K61 (formerly S. griseoviridis)

Commission Implementing Regulation (EU) 2021/853 of 27 May 2021 renewing the approval of the active
substance Streptomyces strain K61 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

Specific provisions of Regulation (EU) No 540/2011 were as follows :

For the implementation of the uniform principles, as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the renewal report on Streptomyces strain K61 and in particular Appendices | and Il thereto,
shall be taken into account.

Member States shall pay particular attention to the protection of operators and workers, taking into account that
microorganisms are considered as potential sensitisers, and shall ensure that adequate personal protective
equipment is included as a condition of use.

Producers shall ensure strict maintenance of environmental conditions and quality control analysis during the
manufacturing process as laid down in Working Document SANCO/12116/2012 as regards the limits on
microbiological contamination (2).

An EFSA conclusion is available EFSA Journal 2020;18(7):6182
A Review Report is available SANTE/11958/2020 Rev 2, 25 March 2021




1.3 Regulatory approach

The present application (2021-3073) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses) in the context of the zonal procedure for all Member States of the European
Union, taking into account the worst-case uses (“risk envelope approach”)! — the highest application rates over the
European Union. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4th May 20172 provides that:

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

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is five metres;

- unless formally stated in the product authorisation, the minimum re-entry period is six hours for field uses and
eight hours for indoor uses.

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

The current document (RR) based on Anses’s assessment of the application submitted for this product is in compliance
with Regulation (EC) no 1107/20098, implementing regulations, and French regulations.

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level.
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 conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU)
No 546/2011*%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

Moreover, the French Order of 12 April 20215 provides that:

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

- the “reference” and “linked” 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 “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a
conclusion is reached on the acceptability of the intended uses on those “linked” 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.

Finally, the French Order of 20 November 20217 on the protection of bees and other pollinating insects and the
preservation of pollination services when using plant protection products provides that unless otherwise stated in the
product authorisation, use on attractive crop® when in flower and on foraging area is forbidden. Specific conditions of

1 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

2 Arrété du 4 mai 2017 relatif a la mise sur le marché et a l'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/jo/texte

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

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

5 https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456

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

" https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734

& List of crops considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in Bulletin
Officiel du ministére chargé de I'agriculture.



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
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
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
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734

application on flowering crops should be respected. As consequences specific SPe 8 may include reference to this
order.

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

14 Data protection claims

Where protection for data is being claimed for information supporting registration of LALSTOP K61 WS it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

The applicant has provided letter of access for active substance and PPP data.



2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) LALSTOP K61 WS

Authorisation number N/A : no marketing authorisation granted

Function Fungicide

Applicant DANSTAR FERMENT AG

Composition 1x10%° CFU/g Streptomyces K61

Formulation type (code) Water dispersible powder for slurry seed treatment (WS)
Packaging N/A : no marketing authorisation granted
2.2 Classification and labelling
221 Classification and labelling in accordance with Regulation (EC) N01272/2008

N/A : no marketing authorisation granted.

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

2.2.2 Other phrases in compliance with Regulation (EU) No 547/2011
The authorisation of the preparation is linked for professional uses only to the following conditions:

N/A : no marketing authorisation granted.

2.2.3 Other phrases linked to the preparation

N/A : no marketing authorisation granted.



2.3

Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe
uses by France as izRMS. 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.

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

Use should be crossed out when the applicant no longer supports this use.

PPP (product name/code):
Active substance 1:

LALSTOP K61 WS
Streptomyces K61

Formulation type:
Conc. of as 1:

GAP rev.
WS @0
1x10'° CFU/g, ©
NC ©

, date: 2023 11 17

Safener: NC Conc. of safener:
Synergist: NC Conc. of synergist: NC ©
Applicant: Danstar Ferment AG Professional use: X
Zone(s): interzonal @ Non professional use: d
Verified by MS: yes
Field of use: fungicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member | Crop and/ F, Fn, |Pestsor Group of Application Application rate PHI | Remarks:
No. © | state(s) | or situation Fpn ests controlled days
© GpGn P Method / | Timing / Growth | Max. number | Min. interval | g/ Kg (seed) Maximum (days) eg.g
(crop destination / |Gpn | (additionally: Kind stage of crop & | a) per use between Maxim safener/synergist per
purpose of crop) | or developmental stages of season b) per crop/ | applications g-as/ha um ha
| the pest or pest group) season (days) 7owmg )
seedlin
g rate
kg
seeds/h
a

Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

1 FR OAT land G | Ustilago avenae Not acceptable
(treatm | Claviceps purpurea seed (Efficacy and storage
entof | Fusarium roseum treatment BBCH 00. 1 - 01-1 n.a n.a n.a stability)
seeds) | Microdochium nivale

2 FR FODDER BEETS |land G | Phoma betae Not acceptable
(treatm | Cercospora beticola seed (Efficacy and storage
ent of treatment BBCH 00. 1 - 01-2 n.a n.a n.a stability)

seeds)



















] seeds) ] ‘ ‘

Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kg or g/L

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse
use, Gpn: professional and non-professional greenhouse use, I: indoor application
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants -
type of equipment used must be indicated.

(d)
(©)

®

11
12

13
14

Select relevant

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
given in column 1

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.

Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
application

The maximum number of application possible under practical conditions of use must be provided.
Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product / ha).

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions



3 RISK MANAGEMENT

31 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.11 Physical and chemical properties

LALSTOP K61 WS is a water dispersible powder for slurry seed treatment (WS). All studies have been performed in
accordance with the current requirements and the results are deemed acceptable. The appearance of the product is a
brown granules, with characteristic odour. It is not explosive and has no oxidising properties. The product is not
flammable. In aqueous solution (1% aqueous dispersion), it has a pH value 6.7. No storage stability studies of the
product in its commercial packaging (500 g) has been provided, the shelf life and the temperature of storage
could not be set. Its technical characteristics are acceptable for a water dispersible powder for slurry seed treatment
(WS).

However, the adherence and distribution tests of the product on seeds have not been performed according to
the CIPAC method MT 171 and have been performed in presence of others PPP and additives. In consequence,
these tests cannot be considered as acceptable. Moreover, results of wettability and wet sieve tests are outside
the acceptable limit. A mitigation measure has been proposed : Stir the product before and during the use.
Nevertheless, the homogeneity of the product after stirring should be demonstrated.

Implications for labelling: Shake the diluted product vigorously before and during the application.

3.12 Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical method for the determination of the microbial active substance in the formulation is available and validated.

Analytical methods for the determination of microbial contaminants according to OECD 65 in the product LALSTOP
K61 WS are available and validated.

3.1.2.2 Analytical methods for residues

3.1.3 Mammalian Toxicology

The derivation of reference values were not needed based on the absence of toxicity, infectivity and pathogenicity
indications of the micro-organism.

3.1.3.1 Acute Toxicity

LALSTOP K61 containing 1 x 10%° cfu/g of Streptomyces K61 has a low toxicity in respect to acute oral, inhalation
and dermal toxicity and is not irritating to the skin or eye and is not a skin sensitiser.

The classification proposed in accordance with Regulation (EC) No 1272/2008 is shown in Section 2.2.
3.1.3.2 Operator Exposure

The EFSA model is not suitable for calculating a risk assessment for operators on the base of a not existing dose-
effect relation.

When the potential sensitising properties are considered and appropriate protection equipment is worn (gloves,
coverall and respiratory mask), the preparation is considered safe for operators based on the low toxicity profile and
the application.

Since Streptomyces K61 may be responsible for opportunist infection in immunocompromised subjetcs, the product
should not be used by immunodeficient subjects or under treatment with immunosuppressive agents.

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



3.1.3.3 Bystander Exposure
With regard to the application method, bystander exposure is not considered relevant for the requested uses.

3.1.3.4 Worker Exposure

The micro-organism is neither toxic or infectious or pathogenic in mammals, therefore there is no unacceptable risk
for the worker wearing appropriate protection equipment.

For details of personal protective equipment for workers, refer to the Decision in Appendix 1.
3.1.3.5 Resident Exposure

With regard to the application method, resident exposure is not considered relevant for the requested uses.

3.1.4 Residues and Consumer Exposure

Streptomyces K61 is included in Annex IV to regulation EC n°396/2005. Therefore, no MRL are required
for this active substance.

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

Intended uses on ornamental crops, seed production and grass were not assessed in this section.

According to available data, no specific mitigation measures should apply.

3.15 Environmental fate and behaviour

The fate and behaviour in the environment of the formulation have been evaluated according to the
requirements of Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to
calculate PECs for the active substance 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.

Streptomyces K61 strain is naturally present in the environment (EFSA Journal 2020;18(7):6182).
PECsoi derived for the active substance are used for the ecotoxicological risk assessment.

Considering the intended uses (seed treatment), no exposure of surface water is expected and therefore no
PECsw are needed.

No unacceptable risk to groundwater contamination is expected for the intended uses.

3.16 Ecotoxicology

The ecotoxicological risk assessment of the product was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance(s)
and its/their 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-organisms and micro-organisms and terrestrial plants are
acceptable for the intended uses.

3.1.7 Efficacy

Based on the data submitted in the dRR:

Effectiveness :

Given the insufficiency of fully supportive data and the absence of possible extrapolation for
Rhizoctonia solani on lettuce (2 GEP trials, one in climatic chamber and one in field), Pythium sp. on
red beet (2 GEP field trials), Pythium sp. on carrot (5 non GEP conform trials), Pythium sp. on
maize/corn (4 GEP field trials), Phoma sp. on oilseed rape (4 GEP trials in climatic chamber), Phoma
sp. on lamb’s lettuce (6 non GEP trials), Fusarium sp. on onions (2 GEP trials in climatic chamber),
Fusarium sp. on asparagus (3 non GEP conform trials), the evaluation of the level of effectiveness for
these uses is not possible.

Adverse effects
The phytotoxicity level of LALSTOP K61 WS is considered as negligible for all the claimed uses.

The risks of negative impact on yield, quality, making processes, propagation, succeeding crops are
considered as negligible.

Resistance

The risk of resistance development or appearance to Streptomyces K61 is considered as very low.



3.2 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation cannot be granted. A copy of the decision issued can be
found in Appendix 1 — Copy of the product Decision.

3.3 Substances of concern for national monitoring

No information stated.

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

34.1 Post-authorisation monitoring

No further information is required.

3.4.2 Post-authorisation data requirements
- none
343 Label amendments

The draft label proposed by the applicant in appendix 2 may be corrected with consideration of any new element under
points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.

The label shall reflect the detailed conditions stipulated in the Decision.



Appendix 1 — Copy of the French Decision

DocuSion Emvesape 10: 640C43FE-EGT05-4904-B431 -6REBA4E 1 2451

EN

REPUBLIQUE b\
FRANCAISE wr
= anses

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

Vi les disposftions du réglement (CE) n® 1107/2009 du 21 actobre 2008 af de ses lextes o'apoicahion

Vi le core rursl et de la péche manifime, notsmmeant le chapitre NI du time V du Bvee | des parfies iEgisistive ef
réglementaire,

W s demande d'autonsation de mise sur e marchd du prodult phylapharmacewtigue LALSTOP K61 WS
o 5 socidng DANSTAR FERMENT AG
SFEErEe 20uUs k& n* 2021-3073

Vi les conciwsions de Mdvelushion de FAnses du 14 win 2023,

Considérant gue Mefficacte du prodult n's pas éré démonirée,

Considérant également gue les donndes disponibies ne permetient paes de démonier |a siebilfé du proawd au
cours du Stockage,

Considérant guil ne pewt pas &g &fabll que les exigences mentonnées & faicle 29 du réglement (CE)
1 107/2009 sonf respeciées,

La mise sur le marché du prodult phytopharmaceutique désigné cl-aprés n'est pas autorisée en France.

LALSTOR K51 WE
Akl 0™ - Fage T swrd
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E
REPUBLIQUE b\
FRANCAISE ar
Labersé
e e
Informations générales sur le produit
Nom du produit LALSTOP K61 WS
Type de produit Produit de référence
DANSTAR FERMENT AG
Poststrasse 30
Shmistes CH-6300 ZOUG
Sulsse
Formulation Poudre moudiable pour traitement humide des semences (WS)
Contenant 1.10"° UFC/g - Streptomyces souche K61
Numéro d’intrant 690-2021.01
Numéro d’AMM -
Fonction Fongicide
Gamme d'usage Professionnel

A Maisons-Alfort, je 17/11/2023

Decasegrad &y

(larlolfe Grash

en charge du pdle produits réglementés
Agence nationale de sécurité sandtaire
de lallmentation. de l'environnement et du travad (ANSES)

LALSTOP K61 WS
At n® « Page 2 5ur 9
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REPUBLIQUE ]
FRANCAISE wnr
Liberad
= dnses
ANNEXE : Conditions de mise sur le marché demandées
Liste des usages refusas
Usages Dose demploi Hombre maximum dapplications Délai o
(jours)
2 1fan -
15601201 %9
Arachide® Trl Sem " Champignons Motivation du refus ;
{autres que pythiacées) L'usage esi refusé car les donndes disponibes ne panmetieni pas de délesminer Feficacié du produit ni de démonier sa
slabililé pendan ke stockage,
00105002 29kg tan
Arachide” T Sem " Champignons Mo theation du refus :
{pyTinddes ) L'usage el refusé car les donndes disponibles ne permefien] pas de délesminer leflicacié du produil ni de démonirer sa
Slabiilé pendani be siockage,
1gWg ifan
15101255
. . . Mothvation du refus :
; ' L'sage esl refusé car Feflicaclé du produil n'a pas & démoninée el car les domées disponibles ne pameflen] pas de
Ly e
démonimr sa slabilité pandand ke siockage.
15051202 2gkg 1/an
misqﬁcwniﬁiig*ﬂ: Motivation du refus :
1" L'usage est refusé car Feflicacié du produil n'a pas &% démoniée i car les domndes disponibles ne panmedlent pas de
Sam ﬁu&”._._a.__iﬁ {aufres que
pyhiacées) démntms sa stabilé pendant e skkage.
LALSTOP KE1 WS

A A*- Page 3 gur 8
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REPUBLIQUE A
FRAMNCAISE nr
LaBersd

Liste des usages refusas

Usages Dose demplol Kombre maximum dapplications Délai avant récolte
(jours)
15051203 20%0 tfan -
Ballerave indusinale & lourmagéne T Motivation du refus :

Sem " Champgnons (pythiacdes)

Lusage esl rebusé car Peflicaclé du produil m'a pas & démonkée ef car les domdes duponibles ne pametlent pas de

démonims sa slabililé pendant be siockage.

15101204
B¢ Trl Sem, *Champignons (autres que
pyhiacdes )

1gikg _

1/an

Motivation du refus ;

L'uwsage est refusé car Feficacié du produit n'a pas &% démoninde i car les domndes disponibles ne panmefieni pas de

démontmer sa slabiilé pendant le siockage.

15201204

Crueiléres cléagneuses Tl
Sermn " Champgnons (aulres que
pyihiacdes )

5ghg _

1/an

Motivation du refus ;

L'usage es1 refusé car s donndes disponities ne parmetient pas de détermingr Feflicaciéd du produit ni de démontrer sa

stahiilé pendant ke stockage.

15201203
Cruciéres cléagineuses “Tri
Sem * Champignons {pyihiacées)

Sokg

1fan

Motivation du refus ;

L'uwsage esl refuséd car Fefficacilé du produit n'a pas &% démonirde et car les doonées disponibles ne panmetient pas de

démontmr sa slabiilé pendant e slockage,

1
101002 9% an
Cultures Mgumidres" Trl Sem.
Fants* Champignons (autes que Motivation du refus :
pyhiacees) U'usage st mlusé car les donndes deponibles ne permetient pas de détermmer Feflicacté du produt mi de démontrer sa
slabililé pendani be siockage.
LALETOP M8T WE

AMiM 7"
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Dhoncuac gry IE e opes N0 - 6l D00 0 GHGTOE-4 S0 0403 1 -S02 Ad

ﬂﬂﬂﬂﬂ

REPUBLIQUE bo
FRAMCAISE wr
Liberst
e anses
Liste des usages refusés
Usages Dose demplol Nomibre maximum dappilcations Délal avant récolte
(jours)
5 1lan -
6011201 aka
Culbures kguimsires* Trl Sem. Mothvation du refus ;
Fants* Champsgnons (pyihiacdes) L'usage est refuséd car les donndes disponites ne parmefient pas de délerminer Fefficaché du produit ni de démonirer sa
slabililé pendan le stockage,
17401204 Fgkg 1fan
Cullures amement ™ .
Iﬂ:%ﬂ%ﬂi‘“ﬂjﬂl -_-_uﬁ..__in_ﬂ. du refus ; ; : . Y
pyhiaces ) L'wsage est refusé car les donndes disponities ne parmeflent pas de délesminer Peficacté du produil ni de démontrer sa
siabdile pendani bz siockage.
5 1fan
14051201 ok
Culures omermeniales T Sam, Mathvation du refus :
Flanis* Champignens {pyihiacées) L'usage est refusé car los donndes disponibles ne penmelient pas de déterminer lefcacié du produl ni de démontrer sa
stabiité pendant be siockage.
7203205 Fakg 1an
Cublures ormementaes Tl Sam. Motivation du refus

Pants' Trachéemyesses

L'usage efl refusd car Fefficacité du produil n"a pas &4 démonirde ol car les domndes disponibles ne parmetiend pas de

démonims sa slabilité pendant be stodkage.

18501204

Gazons de grammdes” Tn

Sam " Champgnons (aulfes que
pythiacdas

Sgkg

1fan

Maothvation du refus

L'usage esi refusé car bos donndes disponibles ne parmetiend pas de déderming Fefficacité du produit ni de démontrer 5a

stabiité pendant be siockage.

LALSTOP ME1 WE
AMM n*-

Page 8 5o @
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LiBernd
Liste des usages refusés
Dl ai avant ricolbe
Usages Dose demplol Kombre maximum o applications
(jours})
5 14amn -
006004 . o
__mﬁﬂ.ﬁ de gramndes” T Motivation du refus :
Sem . Champgnons (pythiacées) L'usage esl refusé car les donndes disponities ne pemellent pas de délerminer leflicacité du produil ni de démonkrer sa
slabiliié pendant be stockage.
851206 2gkg 1/an
Granes pro¥éagineuses *Trl
P L'usage esl refusé car Meflicaclé du produil n'a pas ¢ démonkée el car les domdes disponibles ne pemellent pas de
démonims sa siabililé pendant le siockage.
16851208 29kg tnm
Graings proagineuses T Motivation du refus :
Sem * Champgnons (pyihiacdes) Lusage est refusé car Feflicacé du produit na pas &4 démonide ol car les domndes disponibdes ne pamefient pas de
demonies aa slabiis e 8ok .
13011201 5glkg 1/an
F&EI.:QEEI!EE-E;QE ) Motivation du refus
Fopecax T Sem. Pants"Chamgegnons | |\ eane est refusé car les données disponities ne permeflent pas de délenmine Meflicacité du produil ni de démontme sa
JSLETS (in pythisodes) stabillé pendant le slockage.
15451202 Sokg Then
W= el m
%ﬂ.ﬁﬁgaﬁ.ﬁéﬂgg Maothvation du refus
vl ) L'usage est refusé car les donnédes disponibies ne panmefieni pas de déterming efficaché du produil ni de démonirer sa
stabilié pendant be stockage.

LALETOP MET WS
AMM n*- Page 8 suv 9
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FRAMCAISE nr
Lilernd

Liste des usages refusés

Usages Dose demplol Hombre maximum dapplications Détai *
(jours)
5
15451201 i -
Légumineuses fourragénes Tl Motivation du refus |

Sein." Champgnons (pythiacdes)

L'usage es refusé car les donndes disponities ne penmetient pas de détlesminer leficacd du produit ni de démontrer sa
slabdié pendant le slockage.

15501204
Lin*Trt Sem “Chamgignons (aulres que
pyiacées)

SgMg 1fan

Maotivation du refus
Lusage esi refusé car les donndes disponiles ne pametiend pas de délesminer leficacié du produil ni de démonirer sa
stabillé pendant le stockage.

15501204
Lin"Trl Sem."Champignons (pyhiacdes)

14an

Sgkg

Motivation du refus
L'usage eat refusé car bes donndes disponitles ne panmetient pas de détesminer Feficace du prodult nl de démonter sa

slabdié pendant le slockage.

020037
Ma'ts “Tri Sem . Champignons {auires
qua pyihiacédss)

1&g 1/an

Mothation du refus :
L'usage esl refuséd car Meficacléd du produil n'a pas & démonide el car les domdes disponitles ne permefienl pas de
dimonimr sa stabilitd b S0k age.

16661201
Ma'ts “Tri Sem.* Champgnons
{pymhiacées )

1fan

1g8&g

Motivation du refus
L'wage esi refusé car les donndes disponiies ne pameflen pas de délesminer Neficacid du produil ni de démonirer sa
slabiil¢ pendani le siockage,

LALETOP K51 WS
AMM A°-

Paga T a8
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REPUBLIQUE bA
FRAMNCAISE wr
LiBernd
e, anses
Liste des usages refusés
Usages Dose demplol Hombre maximum dapplications L e
(jours}
1 1fan
15101245 ok
n..m.m.._.n.miz...nqﬁz_:ﬂ..ﬂﬁ {autres Motivation du refus :
que pilfiacdes) Lumage esl relusé car Feficaclé du produil n'a pas &8 démoniée el car les domnées disponibles ne permefien] pas de
démonims sa stakbilité pendant ke slockage.
Sgkg 1ian
00610007
Porte graime*Tr Sam . Flants “Maladies Motivation du refus :
diverses L'usage esl refusé car les donndes deponibles ne permelient pas de déterminer feficacié du produl ni de ddmonirer sa
Slabillé pendant be siockage,
o5 1fan
O 801 004 L
PRAMO® T Sam, Plants "Wakhdiasg Maotivation du refus !
fongiques L'usage est refusé car bes donndes disponibles ne permetient pas de déderminer leficacié du produll ni de démontrer sa
slabiilé pandant ke siockage.
00124011 Sokg _ 1/an
Riz* Trt Sem. *Champignons {autres que | Motivation du refus |
pyhiacées ) L'usage st refusé car FNefficactd du produit n'a pas &8 démoninds ol car les domndes disponibles ne parmetient pas de
démonims sa slabiliié pendant le siockage.
Sgkg _H 1ian
15751201
Motivation du refus
Riz"Trt Sem."Champignons (pyiacées) | |« uane el refusé car les données deponibles ne permellent pas de délerminer felfcacilé du produll ni de démonker sa
slabiité pandant ke stockage.

LALETOR K61 WS
AMM A" Pasge 8 v 9
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REPUBLIQUE bog
FRANCAISE r
LiBerst
e, anses
Liste des usages refusas
Dilai avant récolte
Usages Dose demplol Hombre maximum dapplications
(iours}
i ifan -
15101212 a*a
Saigle* Trl Sem. “Champignons {auires Maothvation du refus
que pyihiacdes) L'wmage esi refusé car Feflicacié du produit n'a pas &% démoniée et car les domndes disponibles ne panmefient pas de
démonimes &a slabililé pendan le siocdkage,
15801201 Maotivation du ”_nm-:ru _ e _
ja* Trl Sem, "Charmpagnons (aul on 8!
hﬂhﬁi—:ﬁ fautres L'wmage esl refusé car Feflicacié du produit n'a pas &% démoniée et car les domndes disponibles ne panmefient pas de
démonimes & slabililé pendan le siodkage.
15801203 1 ghg | tan |
Soja* Trt Sem. ‘Champignons Mathration cu reflia: .
{pyhiacées) L'wmage esl refusé car Feflicacié du produit n'a pas &% démoniée et car les domndes disponibles ne panmefient pas de
démonimes & stabililé pendani #u.uimnmn. _
1g%g 1fan
0127003
Sorgho* Trt Sem. *Champignons (aut Motivation du refus
que pylhiacdes) {itres L'wmage esi refusé car Feflicacié du produit n'a pas &% démoniée et car les domndes disponibles ne panmefient pas de
démonter sa stabilé pendant le siockage.
15901202 15 ghg _ 1/an [
Motivation du refus
T [} .
Aﬁwgﬁﬂﬂ:g L'usage esl refusé car leflicaclé du produil n'a pas & démoniée el car les domndes disponibles ne permefient pas de
démonimr sa slabilild pendand ba siock age. _
15 gg _ ifan
15801201
Tournesol'Tn Sem, ‘Champgnons Mativation du refus :
(pyPuacdes ) Lusage esl refuséd car Feflicacité du produit n'a pas &4 démoniés of car les domndes disponibles ne pamefiend pas de

demonier 58 stabiie ba ik :

Fage 8 s @




Appendix 2 — Copy of the draft product label as proposed by the applicant

Brouillon d'étiquette maitre
05.05.2021 MiB

LALSTOP® K61 WS

BIOFONGICIDE POUR TRAITEMENT DE SEMENCES

Substance active : Streptomyces souche K61

Teneur garantie : 1x10'° ufc/g

Tvpe de formulation : WS (poudre mouillable pour le trattement des
Semences)

N7 d"AND : MK

Poids net : 100g 2002, 5002 1ke. 2 ke Skg, 10kget 20 kg

Titulaire de I"autorisation : DANSTAR FERMENT AG

Poststrasse 30, 6300 Zug, Suisse

Fabriqué pour : LATTENMAND PLANT CARE / LATTENMAND 5.AS.
4 route de Beaupuy - 31180 Castelmaurou, France
Tél - +33(0)5 34 27 67 80
plantcare(@lallemand.com - www lallemandplantcare.com

Pour eviter les risques pour la santé humaine et I'environnement, respectez le mode d’emploi.
LATSTOP K61 WS contient du Strepioniyces K6l. Les micro-organismes peuvent avoir le
potentiel de provoquer des réactions de sensibilisation. Usage professionnel uniguement.

Eviter de respirer les poussiéres. Porter des gants de protection / des vétements de protection / un
équipement de protection du visage (avec filtre FFP2 ou FFP3). Elininer le contenu / contenant
conformément a la réglementation locale. Ne pas contamuner 1'eau avec le produit ou son

emballage.

USAGES PREVUS

Le biofongicide LALSTOP K61 WS est utilisé comme tratement de semences pour lutter contre 1a
fonte des semis. la pourriture des racines et le flétrissement causés par des agents pathogénes des
semences et du sol sur diverses cultures agnicoles.

MODE DEMPLOI =

LALSTOP K61 WS est utilisé comme suspension agqueuse pour les applications en trartement des
semences. La poudre dispersible du produit LALSTOP K61 WS est d’abord mélangée avec de
I"ean. S1nécessatre, un agent mowllant peut étre ajouté pour obtenir une bonne dispersion du
produit dans la bouillie. Homogénéiser soigneusement la bouillie. Lorsquune suspension aqueuse
homogéne est obtenue, le produit est prét a étre utilisé. La suspension LALSTOP K61 WS doit étre
constamment agitée pendant I application. Il est recommandé de vénfier la compatibilité des
bouillies de traitement des semences prévues avec Lallemand Plant Care. La bouillie finale est
apphiquée sur les semences a "aide d’enrobeurs industriels / technologie Rotostat.

* Pour plus d'mmformations sur "utilisation du produit LATSTOP K61 WS en traitement de semences,
veuillez prendre contact avec un technicien LATLEMAND PLANT CARE.



Brouillon d'étiquette maitre

05.05.2021 MiB

. . . Nombre
Culture Maladie / Agents | Dose d’application | Moment de masimum Remaraues
' pathogénes par traitement @ | I'application | ., .. . g
d’applications
Fonte des semis et
Toutes les pourriture de: racines
cultures on les Rhizoctomia sp. .
JeINEnCes (BHIZSO) 107 - 10° ufe/semence A'Eﬂjgtcl‘;{ 00) 1
peuvent étre Pythium sp. (PYTHSF)
infectées Fuzarium sp.
(FUSASE)
Toutes les Ph
cultures ou les s
Phoma sp. (PHOMSP) 10% - 10F ufils Avant le semms 1
mencs Lepiosphaeria sp. . sEmEnce (BBCH 00)
peuvent tre (LEPTSF
infectées )
Pourriture fusarisnne
fmsl Fumf.fffm]:l:lx;]:.;mm 10% - 10F ufils Avant le serms 1
ATLSS (FUSAON) - CsemEnce (BECH 00)
¢ ) Fusarium sp.
(FUSASE)
Cultures de
Brassica Botrytis T S Avant le serms Unmquement
(Brazsicaceae) | Bomytiz mp. (BOTESFE) 10%- 10%ufe - (BBCH 00) ! pour la France
(1CRUF)

Art. 51 - Usages mineurs

Pour les usages menhonnés ci-dessous, 1'extension de 1" autorisation de muse sur le marché a été obtenue dans le cadre de 'article 51 du
reglemnent (CE) n°11072009 {(extension des autorisations de muse sur le marche pour les nsapes mmenrs). Avant d whlizer ce produt, 1l
est recommande 3 I'uhlisatenr final de 5" assurer de I'efficacite of de 1'zbsence de tout nsque éventuel de phytotoracité sur les enlhures

traitees. Le tiulare de |'awtonisaton de muse sur le marche declne toute responsabulite hée a ces nsques potentels.

Toutes les
cultures o les .-'xltern:_lrm e Avant e semis
seInences Alrsrnaria sp. 10* - 10°ufe/semence (BECH 00) 1
peuvent stre (ALTESP)
infectées
Cultures ,
Botrytiz Avant le serms
ALLIUM B 10* - 10 ufiz/zemence 1
(ALLSS) Beotrytis sp. (BOTESP) (BBCH 00
Cultures de
Brassica Botrytiz " P Avant le serms Pas pour la
(Brassicaceae) | Bomyis sp. (BOTRsP) | 107 107ufeisemence (BBCH 00) ! France
(1CRUF)
S Didymella _—
Cucurbitacées | pp g op 104~ 10°ufesemence | 7RIS cemis 1
(1CUCE) (DIDYSF) (B )

) La dose d*application de LALSTOP K61 WS en g (produit) par kg (semences) sera calculée et définie par
Lallemand Plant Care en collaboration avec les sociétés semenciéres pour chague semence de culture

destinée au traitement de semences.




Brouillon d'étiquette maitre
05.05.2021 MiB

PRECAUTIONS DE SECURITE POUR LES OPERATEURS ET LES TRAVAILLEURS

Equipement de protection a utiliser lors des phases de traitement / enrobage des semences et
de leur manipulation / la manipulation du produit :

Protection respiratoire :

Protection des yveux :
Protection de la peau / du corps :

Protection de Ia téte :
Protection des mains :
Protection des pieds :

Lors de la mantpulation de la formulation de poudre, un
équipement de protection respiratoire (par exemple des
demi-masques filtrants pour se protéger contre les
particules (EIN 149 + Al EN 405 + A1) ou des dem-
masques et des quarts de masques (EN 140) ou des
masques (EN 136) avec filtre contre les particules (EN
14387 + A1, EN 143)) (par exemple FFP2) doit étre
utilisé

Non requise

Bleus de travail, vétements de protection contre les
particules solides (EN ISO 13982-1) en PVC ou en
textile enduit de caoutchoue

Non requise

Gants de protection - Gants en caoutchouc

Chaussures de protection - Bottes en caoutchouc ou en
plastique

EN CAS DE CONTACT AVEC LA PEAU : laver abondamment 3 'eau et au savon.
EN CAS DE CONTACT AVEC LES YEUX : nincer avec précaution a I'ean pendant plusieurs
minutes. Enlever les lentilles de contact s1 la victime en porte et s1 elles peuvent étre facilement

enlevées. Continuer i rincer.

Jetez les emballages vides avec les déchets ménagers.

STOCKAGE

Produit :

Bouillie d*enrobage :

Semences traitées :

LATSTOP K61 WS peut étre conserve non ouvert

dans un endroit sec et frais 4 +4°C jusqu’a 12 mois. Le
contenu d un paquet ouvert doit étre utilisé dans la méme
journée. LALSTOP K61 WS dott étre tenu hors de

portée des enfants et loin des aliments, boissons et aliments
POUT ANIMAE.

Il n’est pas recommandé de stocker les bouillies
d’enrobage contenant du LATSTOP K61 WS pendant plus
de 36 heures avant utilisation.

Les semences traitées peuvent étre conservées jusqu’a 12
mois avant le senms a +15-23°C



Appendix 3 — Letter(s) of Access

Provided upon request.



