
1 

ARY-0711B-01 

Part A - National Assessment  

FRANCE  
 

 

 

REGISTRATION REPORT 

Part A 

Risk Management 

 

Product code: I1081aa 

Product name: ARY-0711B-01, (SERENISIM) 

Active Substance: 

Beauveria bassiana strain NPP111B005,  

5x108 CFU/g 

COUNTRY: FRANCE 

Interzonal and 

Zonal Rapporteur Member State: France 

NATIONAL ASSESSMENT FRANCE 

(Label extension) 

Applicant: ARYSTA LIFESCIENCE SAS 

Date: 2025/10/08 (Decision) 

 
 



2 

ARY-0711B-01 

Part A - National Assessment  

FRANCE  
 

 

Table of Contents 

 

1 DETAILS OF THE APPLICATION............................................................................................................. 3 

1.1 APPLICATION BACKGROUND ................................................................................................................................... 3 
1.2 ACTIVE SUBSTANCE APPROVAL ................................................................................................................................ 3 
1.3 REGULATORY APPROACH ....................................................................................................................................... 4 
1.4 DATA PROTECTION CLAIMS .................................................................................................................................... 5 
1.5 LETTER(S) OF ACCESS............................................................................................................................................ 5 

2 DETAILS OF THE AUTHORISATION ....................................................................................................... 6 

2.1 PRODUCT IDENTITY............................................................................................................................................... 6 
2.2 CLASSIFICATION AND LABELLING.............................................................................................................................. 6 

2.2.1 Classification and labelling in accordance with Regulation (EC) No1272/2008 .................................... 6 
2.2.2 Other phrases in compliance with Regulation (EU) No 547/2011 ......................................................... 6 
2.2.3 Other phrases linked to the PPP ............................................................................................................ 6 
2.2.4 Restrictions linked to the PPP ................................................................................................................ 6 

2.3 PRODUCT USES .................................................................................................................................................... 8 

3 RISK MANAGEMENT ........................................................................................................................ 10 

3.1 REASONED STATEMENT OF THE OVERALL CONCLUSIONS TAKEN IN ACCORDANCE WITH THE UNIFORM PRINCIPLES .................. 10 
3.1.1 Physical and chemical properties ........................................................................................................ 10 
3.1.2 Methods of analysis ............................................................................................................................ 10 
3.1.3 Mammalian Toxicology ....................................................................................................................... 10 
3.1.4 Environmental fate and behaviour ...................................................................................................... 11 
3.1.5 Ecotoxicology....................................................................................................................................... 11 
3.1.6 Efficacy ................................................................................................................................................ 11 

3.2 CONCLUSIONS ARISING FROM FRENCH ASSESSMENT.................................................................................................. 13 
3.3 SUBSTANCES OF CONCERN FOR NATIONAL MONITORING ............................................................................................ 13 
3.4 FURTHER INFORMATION TO PERMIT A DECISION TO BE MADE OR TO SUPPORT A REVIEW OF THE CONDITIONS AND RESTRICTIONS 

ASSOCIATED WITH THE AUTHORISATION ........................................................................................................................... 13 
3.4.1 Post-authorisation monitoring ............................................................................................................ 13 
3.4.2 Post-authorisation data requirements ................................................................................................ 13 
3.4.3 Label amendments .............................................................................................................................. 13 

APPENDIX 1 – COPY OF THE FRENCH DECISION ........................................................................................... 14 

APPENDIX 2 – COPY OF THE DRAFT PRODUCT LABEL AS PROPOSED BY THE APPLICANT................................... 15 

APPENDIX 3 – LETTER(S) OF ACCESS ........................................................................................................... 23 

 



3 

ARY-0711B-01 

Part A - National Assessment  

FRANCE  
 

 

PART A – Risk Management 

The company ARYSTA LIFESCIENCE SAS has requested a label extension in France for the product ARY-0711B-

01 (SERENISIM) (product code: I1081aa; marketing authorisation n°2180058), containing 5 108 CFU/g Beauveria 

bassiana strain NPP111B005 for use as an insecticide  

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 ARY-0711B-01 

(SERENISIM) where those data have not been considered in the EU peer review process. Otherwise assessments for 

the safe use of ARY-0711B-01 (SERENISIM) have been made using endpoints agreed in the EU peer review(s) of 

Beauveria bassiana strain NPP111B005. 

This document describes the specific conditions of use and labelling required for France for the registration of ARY-

0711B-01 (SERENISIM). 

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 ARYSTA LIFESCIENCE SAS’s application for a label 

extension of the product ARY-0711B-01 (SERENISIM) in France as an insecticide (product uses described under 

point 2.3). France acted as a zonal for field uses (zRMS) and interzonal Rapporteur Member State for protected uses 

(izRMS) for this request and assessed the application submitted for the label extension of this product in France and 

in other MSs of the European Union. 

1.2 Active substance approval 

Beauveria bassiana strain NPP111B00 

COMMISSION IMPLEMENTING REGULATION (EU) 2017/843 of 17 May 2017 approving the active 

substance Beauveria bassiana strain NPP111B005, 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 review report on Beauveria bassiana strain NPP111B005, and in particular Appendices I 

and II thereof, shall be taken into account. In this overall assessment Member States shall pay particular attention 

to: 

 — The protection of operators and workers, taking into account that Beauveria bassiana strain NPP111B005 is to 

be considered, as any micro-organism, as a potential sensitizer, and paying special attention to exposure through 

inhalation, 

 — The maximum level of the metabolite beauvericin in the formulated product.  

Strict maintenance of environmental conditions and quality control analysis during the manufacturing process shall 

be assured by the producer. Conditions of use shall include risk mitigation measures, where appropriate.’ 

An EFSA conclusion is available (EFSA Journal 2015;13(10):4264) 
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1.3 Regulatory approach 

The present application (2023-1243) 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”)1 – 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 1107/20093, 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 546/20114, 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
6
 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 

 
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  Arrêté du 4 mai 2017 relatif à la mise sur le marché et à l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés à l'article 

L. 253-1 du code rural et de la pêche 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 
6  SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting 

MRLs”: SANCO/ 7525/VI/95 - rev.9 
7  https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734  

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
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product authorisation, use on attractive crop8 when in flower and on foraging area is forbidden. Specific conditions of 

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. 

1.4 Data protection claims 

Where protection for data is being claimed for information supporting registration of ARY-0711B-01, it is indicated 

in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7. 

1.5 Letter(s) of Access 

Not necessary: the applicant is the owner of the active substance and PPP data.  

 
8    List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in 

Bulletin Officiel du ministère chargé de l'agriculture.   
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2 DETAILS OF THE AUTHORISATION 

2.1 Product identity 

Product name (code) ARY-0711B-01 (I1081aa) (SERENISIM) 

Authorisation number 2180058 

Function insecticide 

Low risk product (article 47) No 

Applicant ARYSTA LIFESCIENCE SAS 

Composition 5 108 CFU/g Beauveria bassiana strain NPP111B005 

Formulation type (code) Microgranule (MG) 

Packaging see first MA 

2.2 Classification and labelling 

2.2.1 Classification and labelling in accordance with Regulation (EC) No1272/2008 

Classification not changed. 

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: 

SP 1 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). 

SPe 2 To protect aquatic organisms do not discharge waste water from soil-less greenhouses directly into 

surface water. 

SPe 5 To protect birds/wild mammals the product must be entirely incorporated in the soil; ensure that the 

product is also fully incorporated at the end of rows for corn use. 

SPe 6 To protect birds/wild mammals remove spillages for the outdoor uses 

SPe 8 Dangerous to bees/ To protect bees and pollinating insects do not apply to crop plants when in 

flower or during the honeydew production period /Do not use where bees are actively foraging /Do 

not apply when flowering weeds are present for ornamentals uses. 

 May affect pollinators and beneficial insects for the uses under permanent greenhouses. Avoid 

unnecessary exposure 

  

2.2.3 Other phrases linked to the PPP 

None 

2.2.4 Restrictions linked to the PPP  

 

Wear suitable personal protective equipment: refer to the Decision in Appendix 1 for the details 

Re-entry period: 6 hours in open field or 8 hours in greenhouse 

Pre-harvest interval:F on maize 
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Other mitigation measures:  

 

The label may include the following recommendations: 

- - Contains Beauveria bassiana, may have the potential to provoke sensitising reactions. 

- - The product should not be used by immunodeficient subjects or subjects under treatment with 

immunosuppressant agents.  

The label must reflect the conditions of authorisation. 
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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. 

 

  GAP rev.      , date: 2025-10-08 

PPP (product name/code) ARY-0711b-01  

active substance 1 Beauveria bassiana strain NPP111B005 

 

Formulation type: GR (formerly MG) 

Conc. of as 1: 5 108 CFU/g (c) 

 

Applicant:  Arysta LifeScience S.A.S 

Zone(s): Southern and intersonal EU 

professional use  

non professional use  

Verified by MS: yes  

 

Crop and/ 

or situation 

 

 

(a) 

Zone Product 

code 

F 

G 

or 

I 

(b) 

Pests or 

Group of pests 

controlled 

 

(c) 

 

Formulation 

 

Application 

 

Application rate per treatment 

PHI 

(days) 

 

 

(l) 

Remarks: 

 

 

 

(m) 

     Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Number 

application 

min   max 

 

(k) 

interval 

between 

applicatio

ns (min) 

kg as/ha 

CFU/ha 

 

water L/ha 

 

min   max 

kg as/ha 

 

min   

max 

 RMS 

CONCLUSION 

                

Maize 

(ZEAMX) 

FR I1081aa 

(Beauver

ia 

bassiana 

strain 

NPP111

B005) 

F Diabrotica 

virgifera 
virgifera 

[DIABVI] 

Western corn 

rootworm 

GR 

(MG) 

5 x 108 

CFUs/g 

of dry 

matter 

In furrow BBCH00 

At sowing 

1 Not 

relevant 

a) 15 

kg/ha 

b) 15 

kg/ha 

 

 a) 

7.5E+12 

b) 

7.5E+12 

- - F 

(BBC

H00) 

Acceptable 

Minor uses (article 51) 
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Crop and/ 

or situation 

 

 

(a) 

Zone Product 

code 

F 

G 

or 

I 

(b) 

Pests or 

Group of pests 

controlled 

 

(c) 

 

Formulation 

 

Application 

 

Application rate per treatment 

PHI 

(days) 

 

 

(l) 

Remarks: 

 

 

 

(m) 

     Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Number 

application 

min   max 

 

(k) 

interval 

between 

applicatio

ns (min) 

kg as/ha 

CFU/ha 

 

water L/ha 

 

min   max 

kg as/ha 

 

min   

max 

 RMS 

CONCLUSION 

                

Ornamentals: 

Agave, 

Dasylirion, 

Yucca, 

Cordyline, 

Dracaena, 

Furcraea, 

Beschorneria,  

Beaucarnea,   

FR I1081aa 

(Beauver

ia 

bassiana 

strain 

NPP111

B005) 

F 

G 

Scyphophorus 
acupunctatus 

[SCYPIN] 

GR 

(MG) 

5 x 108 

CFUs/g 

of dry 

matter 

Direct 

application 

of the 

granule on 

the plant 

During the 

flight period of 

Scyphophorus 

acupunctatus 

4  

2 in spring 

and 2 in 

autumn 

21 days a) 106 

b) 424 

 a) 

5.3E+13 

b) 

2.1E+14 

- - Not 

applic

able 
Acceptable 

Corresponding 

to a maximum 
application 

rate of 300 
g/plant  

Fig tree 

(FIUCA) 

FR I1081aa 

(Beauver

ia 

bassiana 

strain 

NPP111

B005) 

F Aclees sp. 
[ACEESP] 

Aclees 

taiwanensis 
[ACEETW] 

GR 

(MG) 

5 x 108 

CFUs/g 

of dry 

matter 

Attract & 

disseminate: 

application in 

a trap made 

with natural 

food 

attractant 

(Spanish 

cane, Arundo 

donax) 

BBCH 12 - 

BBCH 81 

12 / season 30 days a) 0.240 

kg/ha                     

b) 2.88 

kg/ha 

 

 a) 

1.2E+11  

b) 

1.44E+12 

- Not 

relevant 

as no 

applicat

ion on 

the 

crop 

Not 

applic

able  

Acceptable 

 

Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (e.g. fumigation of a structure) 

(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 

(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 

(f) All abbreviations used must be explained 

(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

 (i) g/kg or g/l 

(j) Growth stage at 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 

(k) The minimum and maximum number of application possible under practical conditions of use 

must be provided 

(l) PHI - minimum pre-harvest interval 

(m) Remarks may include: Extent of use/economic importance/restrictions 
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3 RISK MANAGEMENT 

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

3.1.1 Physical and chemical properties 

The physico-chemical properties of the formulation have been evaluated and considered acceptable during the 

registration of this formulation. As the product is intended to be used undiluted, results provided for the first 

authorisation cover this label extension. 

 

3.1.2 Methods of analysis 

3.1.2.1 Analytical method for the formulation 

Not application for use extension. Please refer to the conclusions for the first authorisation.  

3.1.2.2 Analytical methods for residues 

Not relevant as no MRLs are set. 

3.1.3 Mammalian Toxicology 

3.1.3.1  Acute Toxicity 

ARY-0711b-01 has a low toxicity in respect to acute oral, inhalation and dermal toxicity and is not irritating to skin 

or eye and is not a skin sensitizer.  

3.1.3.2  Operator Exposure 

Based on the lack of toxicity, infectivity and pathogenicity potential in the available toxicological studies the setting 

of toxicological reference values for the microorganism has not been considered necessary. Therefore, no unacceptable 

risk for operators is expected following the claimed uses. 

Since Beauveria bassiana may be responsible for opportunist infection in immunocompromised subject, the product 

should not be used by immunodeficient subjects or subjects nunder treatment with immunosuppressant agents. 

Taking into account that microorganisms are per se considered as potential sensitizers, adequate personal protective 

equipment is necessary (for details refer to the Decision in Appendix 1). 

3.1.3.3  Worker Exposure 

Based on the lack of toxicity, infectivity and pathogenicity potential in the available toxicological studies the setting 

of toxicological reference values for the microorganism has not been considered necessary. Therefore, no unacceptable 

risk for workers is expected following the claimed uses. 

Taking into account that microorganisms are per se considered as potential sensitizers, adequate personal protective 

equipment is necessary as a condition of use (for details refer to the decision in Appendix 1). 

3.1.3.4 Bystander Exposure 

Based on the lack of toxicity, infectivity and pathogenicity potential in the available toxicological studies the setting 

of toxicological reference values for the microorganism has not been considered necessary. Therefore, no unacceptable 

risk for bystanders is expected following the claimed uses. 
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3.1.3.5 Resident and Consumer Exposure 

Ornamentals (Agave, Dasylirion, Yucca, Cordyline, Dracaena, Furcraea, Beschorneria, Beaucarnea) are non edible 

commodities. Therefore, risk assessment for consumers is not necessary for these crops. 

 

For the use on maize and fig, given the application method and the fact that, even if secondary metabolites/toxins are 

produced, they are unlikely to move in the plant, there will be no significant exposure of the edible part of the plants 

to either viable or non-viable residues. For this reason a quantitative consumer risk assessment is not needed and 

residues data are not required. 

 

 

3.1.4 Environmental fate and behaviour 

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation (EC) No 

1107/2009.  

 

The PEC of the active substance in soil, surface water and groundwater have been assessed according to FOCUS 

guidance documents, and the endpoints established in the EU conclusions (EFSA, 2015).  

 

PECsoil derived for the active substance are used for the ecotoxicological risk assessment. Considering the different 

type of applications for all the intended uses, no PECsw are needed to finalise the risk assessment for aquatic non-

target organisms. 

 

No unacceptable risk of groundwater contamination is expected for the microorganism.  

 

For uses under protected structures, the risk assessment covers by the one performed for open-field applications. No 

further calculation was provided by the notifier.  

3.1.5  Ecotoxicology 

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-organisms and micro-organisms and terrestrial plants are acceptable for the 

intended uses in the conditions of uses described under 2.5.  

 

3.1.6 Efficacy 

Considering data submitted: 

The effectiveness level of ARY-0711B-01 (SERENISIM) is considered acceptable for the requested use against 

Diabrotica virgifera in maize. 

In France, uses in figs and ornamentals are claimed as a minor use extension of public interest, therefore these uses 

don’t need to be evaluated for effectiveness and phytotoxicity according to Article 51 from Regulation (EC) 

N°1107/2009. 

The phytotoxicity level of ARY-0711B-01 (SERENISIM) is considered negligible for claimed use on maize. 

The risks of negative impact on yield, quality, propagation, succeeding crops and adjacent crops is considered 

negligible.  
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In the absence of specific data, a particular attention should be paid to the use conditions of the product as part of an 

IPM programme, in terms of biological compatibility with fungicides products or with biological control agents.  

The risk of resistance to Beauveria bassiana strain NPP111B005 does not require a monitoring for requested uses. 
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3.2 Conclusions arising from French assessment 

 

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 – Copy of the 

product Decision. 

3.3 Substances of concern for national monitoring 

No information stated. 

3.4 Further information to permit a decision to be made or to support a review of the conditions and 

restrictions associated with the authorisation 

3.4.1 Post-authorisation monitoring  

No further information is required. 

3.4.2 Post-authorisation data requirements 

none 

3.4.3 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. 
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Appendix 1 – Copy of the French Decision 

 

ARY0711B01_PMAJ_

2023-1243_D.pdf
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Appendix 2 – Copy of the draft product label as proposed by the applicant 
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Appendix 3 – Letter(s) of Access 
 

Not applicable. 

 

 

 

 


