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BPR Article 65(3) reporting

1. General information

1.1. Member State
For which Memeber State* are you reporting?
("In this survey "Member State" refers to EU Member States, Iceland, Li in, Norway and Swil )

O Austria

O Belgium

O Bulgaria

O Croatia

O Cyprus

(O Czech Republic
O Denmark
O Estonia

O Finland

@® France

O Germany
O Greece

O Hungary

O Iceland

O lreland

O laly

O Latvia

O Liechtenstein
O Lithuania
O Luxembourg
O Malta

O Netherlands
O Norway

O Poland

O Portugal

O Romania
O Slovakia

O Slovenia

O Spain

O Sweden

O Switzerland
O United Kingdom

1.2. Contact details of the person responsible for reporting
Name Organisation Email address Telephone number(s)
Ministry of Environment Ministry
of Environment
1.3. Information on the Competent Authority (CA)

1.3.1. Competent Authorities involved in the implementation of the BPR

How many CAs are responsible for the implementation of the BPR in your Member State? Please do not include enforcement authorities here, as they are specifically
covered in section 4.

MTES (Ministry for the Ecological and Inclusive Transition ) and ANSES (French Agency for Food, Environmental and Occupational He
alth & Safety )

1.3.2. Details of the Competent Autorities involved in the BPR implementation

P .
BPR con.lpetent authority Website
involved
. . . ANSES + Ministry for the Ecological = https://www.helpdesk-
Advice to applicants/helpdesks on active substances and Inclusive Transition biocides.fi/

ANSES + Ministry for the Ecological = https://www.helpdesk-

Advice to applicants/helpdesks on biocidal products and Inclusive Transition biocides.fi/



ANSES + Ministry for the https://www.helpdesk-

Advice to applicants/helpdesks on treated articles Ecological and Inclusive Transiion | biocides &/

Assessment of active substances ANSES https:/iwww.anses frffr
Assessment and authorisation of biocidal products ANSES https:/fiwww.anses fr/fr
Other (e.g. authority in charge of setting up the whole organisational Ministry for the Ecological and https:/iwww.ecologique-
framework for the BPR implementation, of adopting national legislation) Inclusive Transition solidaire.gouv.fr/

1.3.3. Other bodies involved in the implementation of the BPR

Authority/organisation involved Website
Poison centre zxn'we gilance and [ ookt http://www.centres-antipoison.net/paris/
Animal poison Toxicovigilance and poison control http://www.vetagro-sup fr/centre-national-dinformations-toxicologiques-veterinaires-cnitv/
centre centre www.centre-antipoison-animal.com

Other

2. Relevant national measures and Member State specific measures

2.1. Transitional period (Art. 89 BPR)

Do you have specific national measures or legislation for making available on the market of biocidal products during the transitional period?
® Yes
O No

Please specify below the national regulation(s) and/or requirement(s) during the transitional period or refer to the comresponding link of the relevant website with the
requested information. If available in English please include the link to the English version.
Please also indicate whether such regulation(s) and/or requirement(s) changed during the reporting period.

In order to make available a biocidal product on the french market during the transitional period, the following reguirements are
applicable (these reguirements are also applicable after the transitional period, except for the labelling)

- before the placing on the market, the product has to be declared on a national database called “SIMMBAD”

Article L522-2 (point I), and article article R522-18 to R522-20 of the Environmental Code: https://www.legifrance.gouv.fr/affich
Code.do;jsessionid=904F85F50756DF99C64D484AEE3EASBY.tplgfr38s_221dSectionTA=LEGISCTA000027723154&cidTexte=LEGITEXT000006074220&da
teTexte=20200416
https://www.legifrance.gouv.fr/affichCodeArticle.do;jsessionid=904F85F50756DF99CE64D484AE63EASBY.tplgfr38s_22idArticle=LEGIARTIO00
032815736&cidTexte=LEGITEXT000006074220sdateTexte=20160701scategorielien=idsoldAction=

- to provide to the organisations in charge of toxicovigilance the information concerning its detailed composition, on a specific
database called “SYNAPSE”

Article L522-2 (point II) and article R522-21 of the Environmental Code :
https://www.legifrance.gouv.fr/affichCode.do;jsessionid=904F85FS50756DF99C64D484AE63EASBY. tplgfr36s_22idSectionTA=LEGISCTA00002772
3154&cidTexte=LEGITEXT000006074220&dateTexte=20200416
https://www.legifrance.gouv.fr/affichCodeArticle.do;jsessionid=904F85F50756DF99CE64D484AEE3EASBY.tplgfr38s_22idArticle=LEGIARTIO000
032815699&cidTexte=LEGITEXT000006074220&dateTexte=20160701&scategorielien=idsoldAction=&nbResultRech=

- to report each year the quantities placed on the market for every product

Article L522-3 and article 522-22 of the Environmental Code :
https://www.legifrance.gouv.fr/affichCode.do;jsessionid=904F85FS50756DF99C64D484AE63EASBY. tplgfr36s_22idSectionTA=LEGISCTA00002772
3154&cidTexte=LEGITEXT000006074220&dateTexte=20200416
https://www.legifrance.gouv.fr/affichCodeArticle.do;jsessionid=904F85F50756DF99C64D484AEE3EASBY.tplgfr38s_22idArticle=LEGIARTIO000
032815691&cidTexte=LEGITEXT000006074220&dateTexte=20160701&scategorielien=idsoldAction=&nbResultRech=

- to follow specific labelling requirements :

Article L522-8 of the Environmental Code and decree of 19 may 2004 on the control of the placing on the market of biocidal active
substances and the authorisation of the placing on the market of biocidal products
https://www.legifrance.gouv.fr/affichCode.do?idSectionTA=LEGISCTA000027723129&cidTexte=LEGITEXT000006074220&dateTexte=20200416
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000000251018&categorielien=id

2.2. Applicable fees

Do you have specific national measures or legislation regarding fees for BPR procedures?
® Yes
O No

Please specify below the national regulation(s) and indicate the corresponding link to the relevant website with the requested information. If available in English please
include the link to the English version

Arrété du 22 novembre 2017 fixant le montant de la rémunération due au titre de 1’approbation
et de l’autorisation de mise sur le marché des substances et produits biocides: https://www.helpdesk-biocides.fr/files/PDF/docume
nts_utiles/informatifs/fr/20171122_ redevances_france.pdf



2.2.1. Fee amounts

Please provide information on the applicable fees for the procedures listed in the table below

Fee amount
Evaluation of an active | For one biocidal product type : 200 000€ For each additional product type : + 100 000€ When the AS is a micro-organism and for
substance for approval  one biocidal product type : 120 000€ For each additional product type : + 60 000€
Evaluation of an active

substance for Annex | None
inclusion
Authorisation of a For one biocidal product type and one user type : 40 000€ For each additional user type : + 8000€ For each additional product

biocidal product (BP) type : + 8000€ When the product contain at least one AS candidate to substitution : + 10 000 €

Authorisation of a BP For one biocidal product type and one user type : 80 000€ For egch additiona]A user type : + 16 000€ For ea(?h a.dditional product

family type : + 16 000€ When the product contain at least one AS candidate to substitution : + 20 000 € For each biocidal product in the
family : + 800€/product

Mutual recognition of an | For one biocidal product type and one user type : 15 000€ For each additional user type : + 3000€ For each additional product

authorisation of a BP type : + 3000€

Mutual recognition of an

authorisation of a BP For one biocidal product type and one user type : 30 000€ For each additional user type : + 6000€ For each additional product

type : + 6000€ For each biocidal product in the family : + 800€/product

family
Union authorisation of a ' For one biocidal product type and one user type : 40 000€ For each additional user type : + 8000€ For each additional product
BP type : + 8000€ When the product contain at least one AS candidate to substitution : + 10 000 €

For one biocidal product type and one user type : 80 000€ For each additional user type : + 16 000€ For each additional product
type : + 16 000€ When the product contain at least one AS candidate to substitution : + 20 000 € For each biocidal product in the
family : + 800€/product

Annual fee None

Transformation of a provisional MA into a MA for a BP : 5000€ Transformation of a provisional MA into a MA for a BP family : 10
000€ For each biocidal product in the family : + 800€/product Provisional authorisation for a BP which is the reference product for
anewAS - if FR is not EMR : 40 000€ ; if FR is EMR : none Provisional authorisation for a BP family which is the reference
product for a new AS - if FR is not EMR : 80 000€ ; if FR is EMR : none For each biocidal product in the family : + 800€/product

Union authorisation of a
BP family

Other (please specify)

2.3. Measures in favour of small and medium enterprises (SMEs)

Do you have specific national measures or legislation favouring SMEs?
O Yes
® No

2.4. Non-compliance and penalties

Do you have specific national measures or legislation conceming non-compliance and penalties applicable for infingements on the implementation of the BPR?
® Yes
O No

Please specify below the national regulation(s) and refer to the corresponding link to the relevant website with the requested information. If available in English please
include the link to the English version



The are two types of measures, all described in the Environmental Code :
- administrative measures
- penal measures.

Administrative measures :

- Article L521-17 : possibility for the national enforcement authority to start a formal notice procedure, with a specific perio
d, and require the compliance to the BER.
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000022964116&cidTexte=LEGITEXT000006074220sdateTexte=201010
23

- Article L521-18 (point 1) : In case of non-compliance after the formal notice procedure, the NEA has the possibility to order a
fine payment (up to 15000 euros) and a daily penalty payment as long as the infringement persists (up to 1500 euros per day).
https://www.legifrance.gouv.fr/affichCodeArticle.do;jsessionid=904F85F50756DF99CE64D484AE63EASBY.tplgfr36s_221idArticle=LEGIARTION0
022964100&cidTexte=LEGITEXT000006074220sdateTexte=20101023scategorielien=idsoldAction=&nbResultRech=

- Article L521-18 (point 2 and 3) : Possibility to order a ban on the placing on the market of substances, biocidal products and
treated articles, possibility to order the importer to return the substance, product or treated article outside the EU.
https://www.legifrance.gouv.fr/affichCodeArticle.do;jsessionid=904F85F50756DF99C64D484AE63EASBY.tplgfr36s_221dArticle=LEGIARTION0
022964100&cidTexte=LEGITEXT000006074220&dateTexte=20101023scategorieLlien=idsoldAction=&nbResultRech=

- Article L522-15 : In case of non-compliance after a formal notice procedure, the NEA has the possibilty to take measures in ord
er to stop the use of a non-compliant substance, product or treated article. The responsible of the placing on the market could b
e asked to ensure their recovery and their disposal.

https://www.legifrance.gouv.fr/affichCodeArticle.do?cidTexte=LEGITEXT000006074220&idArticle=LEGIARTION000683439%4cdateTexte=acateq
orieLien=cid

Penal measures :
Several penal measures are provided by law in the Environmental Code, depending on the nature of the non-compliance.

- Article L.522-16 (point I) : the placing on the market of a non-compliant active substance, biocidal product or treated article
is punishable by imprisonment of two years and a fine of 75000 euros
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000031559456&cidTexte=LEGITEXT000006074220sdateTexte=201512
04

- Article L.522-16 (point II) : the use of a biocidal product without complying with its authorisation is punishable by imprisonm
ent of 6 months and a fine of 7500 euros
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000031559456&cidTexte=LEGITEXT000006074220sdateTexte=201512
04

- Article R522-25 : various penalties are specified, in case of absence of declaration of the product on the national databases,
incomplete declarations, non-compliant labelling for a biocidal product or a treated article..

2.5. Imported treated articles

Do you have specific national measures or legislation that regulates whether imported freated articles contain only approved active substances?
® Yes
O No

Please specify below the national regulation(s) and refer to the corresponding link of the relevant website with the requested information. If available in English please
include the link to the English version

Environmental Code - article L.522-16
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000031559456&cidTexte=LEGITEXT000006074220sdateTexte=201512
04

3. Placing and making available on the market of biocidal products

3.1. Authorisation procedures
3.1.1. Authorisations

Please indicate in the tables below the figures related to the various procedures since the entry into application of the BPR (1st September 2013)
3.1.1.a. National authorisations

Total
number
Authorisations granted on the basis of Article 19(5) 105 138 37 42 9 8 17 356
Provisional authorisations granted for products containing new active substances
(Article 55(2))

2013 2014 2015 2016 2017 2018 2019

1 0 0 0 0 0 0 1



3.1.1.b. Mutual recognitions - concerned Member State

2013 2014 2015| 2016 2017, 2018 2019 Total number
Derogations (Article 37) 0 1 8 2 5 9 4 29

3.1.1.c. Authorisations of products containing active substances meeting exclusion criteria (Article 5.2)

2013| 2014 2015 2016 2017 2018 2019 Total number

Total number of applications assessed 100 171 37 42 30 9 17 391
Number of products authorised (conditions met for all or some of the uses) 99 137 136 42 27 9 17 352
Number of products not authorised (conditions not met for any of the uses) 1 34 1 0 3 0 0 9

3.1.1.d. Comparative assessments (Article 23)

2013| 2014 2015 2016 2017 2018 2019 Total
number
Total number of applications evaluated 60 115 31 52 66 15 25 364
Numper of applications evaluated resulting in a granted authorisation without 59 80 30 51 61 15 25 a1
restrictions
Number of applications evaluated resulting in restrictions (Article 23(3)) 0 0 0 0 0 0 0 0
Number of applications evaluated resulting in restrictions (Article 23(3)) 1 35 1 1 5 0 0 43
3.1.2. Renewal of authorisations
Please indicate in the tables below the figures related to the renewals of authorisations for making available on the market of biocidal products
3.1.2.a. National authorisations
Total
2013 | 2014 2015| 2016 2017 2018 2019
number

Authorisations granted on the basis of Article 19(5) 0 0 0 0 7 94 22 123
Provisional authorisations granted for products containing new active substances

) 0 0 0 0 0 0 0
(Article 55(2))

3.1.2.b. Mutual recognitions - concerned MS

2013 2014 2015| 2016 2017, 2018 2019 Total number
Derogations (Article 37) 0 0 0 0 0 0 0 0

3.1.2.c. Authorisations of products containing active substances meeting exclusion criteria (Article 5.2)

2013| 2014 2015 2016 2017 2018 2019 Total number
Total number of applications assessed 0 0 0 0 7 94 22 123
Number of products authorised (conditions met for all or some of the uses) 0 0 0 0 7 93 22 122

0

Number of products not authorised (conditions not met for any of the uses) 0 0 0 0 1 0 1

3.1.2.d. Comparative assessments (Article 23)

Total
number
Total number of applications evaluated 0 0 0 0 4 70 16 90
Number of applications evaluated resulting in a granted authorisation without
restrictions
Number of applications evaluated resulting in restrictions (Article 23(3)) 0 0 0 0 4 51 0 55
Number of applications evaluated resulting in restrictions (Article 23(3)) 0 0 0 0 0 0 0 0

2013 2014| 2015 2016  2017| 2018 2019

0 0 0 0 0 19 16 35

3.2. Other BPR procedures for biocidal products

The BPR contains specific procedures that allow the making available of the market of products without an authorisation. Please indicate the related information in the
tables below.

3.2.a. Derogations pursuant to Article 55(1)

2013 2014 2015 2016 2017 2018 2019 Total number
Number of requests received 0 1 0 1 2 2 3 9
Permits granted 0 1 0 1 2 1 1 6
Permits not granted 0 0 0 0 0 1 2 3



3.2.b. Research and development (Article 56)
2013 2014 2015 2016 2017 2018 2019 Total number
Number of notifications received 0 1 0 4 6 4 5 20
Number of prohibitions 0 0 0 0 0 0 0 0
3.3. Number of biocidal products made available on the Member State market authorised under the transitional measures (Article 89)

Please provide the information available, per main group of product-types, on biocidal products made available on the market authorised under transitional measures

2013 2014 2015 2016 2017 2018 2018 Total number

Main group 1 Disinfectants (PT1 - PT5) 25 35 33 0 0 0 0 93
Main group 2 Preservatives (PT6 - PT13) 0 0 0 0 0 0 0 0
Main group 3 Pest control (PT14 - PT20) 9 7 9 0 0 0 0 25
Main group 4 Other biocidal products (PT21 - PT22) 0 0 0 0 0 0 0 0

4. Information on enforcement activities

4.1. BPR enforcement strategy

Has an overall strategy been implemented in the Member State for the enforcement of the BPR?
@® Yes
O No

Please describe it and, if it is publicly available, provide the corresponding link. If available in English please include the link to the English version

An annual DGCCRF biocide control plan has been in place since 2006.
This annual plan includes the control of detergents since 2017.

4.2. Control system in the Member States and results of official controls

Please give a brief overview of the way official controls are carried out in your Member State, with special emphasis on the following processes:
- making available on the market of biocidal products;

- use of biocidal products;

- placing on the market of treated articles

DGGCRF is responsible for the control of biocidal products for consumers.
Treated articles were subject to a specific control plan in 2019 under the BEF1.

4.3. Enforcement authorities involved in official controls
Please provide the denomination of the enforcement authorities involved in official controls. If applicable, please also provide the links fo the relevant websites

BPR enforcement

authority(ies) involved Website
::n:‘:;ls on placing and making biocidal products available on the DGCCRF for consumer products hitps:/ ie. gouv fridgcort
Controls on placing on the market of treated articles DGCCREF for consumer products hitps:/iwww economie.gouv.fr/dgccrf

4.3.1. Complaints

Have there been complaints (information about suspected infringements of the BPR rules) received by enforcement authorities in relation to the implementation of the
BPR?

2013 2014 2015 2016 2017 2018 2019 Total number
Number of complaints

4.4. Controls addressing different parts of the supply chain

The reporting Member State is requested to provide information on the official controls on the implementation of the BPR that have been performed since the entry into
force of the Regulation.

Please provide below the information available on the official controls performed with a focus on the following information, where available: number of controls performed,
resources used, outcome of controls (in terms of number and type of non-compliances)

4.4.1. Official controls on compliance with BPR rules for making available on the market of biocidal products



« (Total number of) controls on biocidal products made available on the market / (Number of) illegal products made available and points of non-
compliance

If detailed figures are available please provide them in the table below
Controls on biocidal products - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants |699 196 |855 240 773 209 |956 315 894 419 | 1162 476 826 | 226
MG 2 Preservatives | 148 |41 155 |43 201 54 175 |58 129 |61 99 40 200 |55
MG 3 Pestcontrol |420 118 | 1004 281 1272 344 1137 375 793 372 1160 477 | 1508 | 438
MG 4 Other biocidal |, 9 9 2 5 1 29 10 28 13 49 20 80 22
products

« Controls on records kept by authorisation holders, in accordance with article 68 of the BPR

If detailed figures are available please provide them in the table below
Controls on records kept by authorisation holders - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
MG 1 Disinfectants
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

« Controls on the classification, packaging and labelling of biocidal products (article 69 of the BPR, and Regulation 1272/2008 on the classification, labelling
and packaging of substances and mixtures (CLP))

If detailed figures are available please provide them in the table below

Controls on classification, packaging and labelling of biocidal products - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC

2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
MG 1 Disinfectants | 699 126 855 162 773 186 956 172 894 185 1162 279 826 120
MG 2 Preservatives 148 27 155 29 201 48 175 31 129 27 99 24 200 29
MG 3 Pest control 420 75 1004 191 1272 305 1137 205 793 164 1160 278 1598 232
er(;’ :uc?;her biocidal | 4, 6 9 2 5 1 29 5 28 6 49 1 80 12

« Controls on safety data sheets (article 70 of the BPR, and article 31 of Regulation 1907/2006 on the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH))

If detailed figures are available please provide them in the table below

Controls on safety data sheets - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC

2013 | 2013 | 2014 | 2014 | 2015 @ 2015 | 2016 & 2016 @ 2017 | 2017 @ 2018 | 2018 = 2019 | 2019
MG 1 Disinfectants | 699 |22 855 |9 773 |23 956 | 72 894 |49 1162 |29 826 |31
MG 2 Preservatives | 148 |22 155 |2 201 |6 175 |72 120 |7 99 2 200 |8
MG 3 Pestcontrol 420 |22 1004 |10 1272 | 38 1137 |72 793 |44 1160 |30 1508 |61
";"ri :uc(?;her biocidal |, 2 9 1 5 0 29 2 28 1 49 1 80 3

« Controls on advertisement of biocidal products (article 72 of the BPR and CLP)



If detailed figures are available please provide them in the table below

Controls on advertisment of biocidal products - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants |699 126 | 855 231 |773 116 |956 220 |894 |97 1162 186 826 |70
MG 2 Preservatives | 148 |27 155 |42 201 30 175 |40 120 |14 99 15 200 |17
MG 3 Pestcontrol 420 |75 1004 |271 1272|191 1137 262 793 |85 1160 186 | 1508 | 136
MG 4 Other biocidal |, 6 9 2 5 1 29 7 28 3 49 8 80 7
products

« Controls on the inclusion of active substance suppliers in the official list (article 95(2) of the BPR)

If detailed figures are available please provide them in the table below

Controls on the inclusion of active substance suppliers in the Article 95 list - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants 3 0 5 0
MG 2 Preservatives 2 0 0 0
MG 3 Pest control 2 0 5 0
MG 4 Other biocidal 0 o 0 0
products

4.4.2. Official controls on biocidal products made available on the market during the transitional period

« Controls to ensure that the biocidal products on the market contain active substances included in the review programme (Article 89(2) of the BPR)

If detailed figures are available please provide them in the table below

Controls to ensure that the biocidal products on the market contain active substances included in the review programme - Total number of controls per year and non-
compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants 699 56 855 |51 773 31 956 16 894 |25 162 |14 826 |7
MG 2 Preservatives |148 |12 155 |9 201 |8 175 |4 120 |4 99 1 200 |2
MG 3 Pestcontrol 420 |33 1004 |60 1272 |51 137 |23 793 |23 1160 |14 1508 |16
MG 4 Other biocidal |, 2 9 0 5 0 29 0 28 1 49 0 80 1
products

« Controls on the inclusion of active substances suppliers in the official list (article 95(2) of the BPR)

If detailed figures are available please provide them in the table below

Controls on the inclusion of active substance suppliers in the Article 95 list - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants 3 0 5 0
MG 2 Preservatives 2 0 0 0
MG 3 Pest control 2 0 5 0
MG 4 Other biocidal 0 o 0 0
products

« Controls on compliance of the biocidal products made available on the market with national legislation (where relevant)

SIMMBAD declaration (inventory and annual quantities sold)

If detailed figures are available please provide them in the table below

Controls on compliance of the biocidal products made available with national legislation - Total number of controls per year and non-compliances (NC) identified



Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants 699 |98 855 111 773 116 956 134 894 133 1162 139 826 |47
MG 2 Preservatives 148 |21 155 |20 |20 |30 175 |24 120 |19 |99 12 200 |1
MG 3 Pestcontrol | 420 |59 1004 131  |1272 191 1137 |159 793 118 1160 | 139 |1598 o1
MG 4 Other 32 4 9 2 5 1 29 4 28 4 49 6 80 4

biocidal products

4.4.3. Official controls on manufacturers

« Controls regarding the availability of the appropriate documentation in relation to the manufacturing process, as indicated in article 65 (2) of the BPR

If detailed figures are available please provide them in the table below

Controls regarding the availability of the appropriate documentation related to the manufacturing process - Total number of controls per year and non-compliances (NC)
identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
MG 1 Disinfectants
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

4.4.4. Official controls on end-users and residues

« Controls regarding the use of the biocidal products according to the terms and conditions of the authorisation, as stipulated in article 17(5) of the BPR

If detailed figures are available please provide them in the table below

Controls regarding the use of the biocidal products according to the terms and conditions of the authorisation - Total number of controls per year and non-compliances
(NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
MG 1 Disinfectants
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

« Controls on residue levels of active substances in food and feed (PT3, 4, 5, 18, 19 and 21)

If detailed figures are available please provide them in the table below

Controls on residue levels of active substances in food and feed - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

PT 3

PT 4

PT

18

PT

19

PT

21

4.4.5. Official controls on treated articles

« Controls concerning the active substance(s) present in the treated articles (articles 58(2) and 94 of the BPR)

A specific control plan DGCCRF to treated articles in 2019 under the BEF1



If detailed figures are available please provide them in the table below

Controls concerning the active substance(s) present in the treated articles - Total number of controls per year and non-compliances (NC) identified

Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019

MG 1 Disinfectants |0 0 0 0 15 ?? 32 2 25 2 20 1 22 7
MG 2 Preservatives 0 0 0 0 0 0 0 0 6 ?? 10 4 59 2
MG 3 Pest control 0 0 0 0 0 0 8 0 7 ?? 15 2 87 4
MG 4 Other biocidal
erblocida 0 0 0 0 0 0 0 0 0 0 0 0 0
products
« Controls on the correct labelling of the treated articles (article 58 of the BPR)
A specific control plan DGCCRF to treated articles in 2019 under the BEF1
If detailed figures are available please provide them in the table below
Controls on the correct labelling of the treated articles - Total number of controls per year and non-compliances (NC) identified
Total NC Total NC Total NC Total NC Total NC Total NC Total NC
2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
MG 1 Disinfectants 0 0 0 0 15 7 32 15 25 5 20 1 12 6
MG 2 Preservatives 0 0 0 0 0 0 0 0 6 2 10 6 44 19
MG 3 Pest control 0 0 0 0 0 0 8 8 7 2 15 4 63 25
MG 4 Oth jocidal
G4 Other biocidal 0 0 0 0 0 0 0 0 0 0 0 0 0
products

5. Poisoning incidents

5.1. Poisonings involving biocidal products, severity of the impact

Please provide below an overview of the information reported since the entry into operation of BPR on poisoning incidents involving biocidal products, indicating the
active substances and product-types most frequently involved and those involved in incidents resulting in severe health impairments or death (fatal or near fatal incidents)



No overall overview is available.

Poison centres are currently updating their formulation database so that biocidal products can be automatically identified among
all chemicals. This update will allow a systematic identification of incidents in which biocidal products are involved, by PTs.
This work is still on-going. It has been delayed due to coronavirus crisis.

In the past 7 years several report dedicated to specific topics have been made. Studies in which poisoning incidents involving
biocidal products between 2013 and 2019 were reported are listed elow :

Adverse events collected during vector control campaigns using deltamethrin or Bti (Bacillus thuringiensis israelensis),France, 2
006-2013. December 2013
- http://www.centres-antipoison.net/cctv/Rapport_CCTV_Rapport_Lutte_antivectorielle_vf.pdf

Exposure to products containing phosphides - Retrospective study of incidents recorded by the French poison and toxicovigilance c
entres (1999-2013). September 2015
- http://www.centres-antipoison.net/cctv/CCTV_Rapport_phosphures_D111.pdf

Exposure to products containing TP8 biocides: Cases registered by French poison control centers between 2012 and 2014. September
2016
No public version available on a website

Exposure to products containing phosphides as part of a harbour activity or when opening a container - Retrospective study of inc
idents recorded by the French poison and toxicovigilance centres (1999-2017). September 2018
- https://www.anses. fr/fr/system/files/Toxicovigilance2018SA0290Ra. pdf

Accidental exposure to chlorinated cleaning products for swimming pools and spas - Retrospective study of incidents recorded by t
he French poison and toxicovigilance centres (2010-2019). June 2019
- https://www.anses. fr/fr/system/files/Toxicovigilance2019SA0192Ra. pdf

Skin and eye reactions to insect repellent bracelets- Retrospective study of the incidents recorded by the French poison and toxi
covigilance centres (2012-2019). November 2019

- https://www.anses. fr/fr/system/files/Toxicovigilance2012SA0277Ra. pdf

No overall overview is available.

Poison centres are currently updating their formulation database so that biocidal products can be automatically identified among
all chemicals. This update will allow a systematic identification of incidents in which biocidal products are involved, by PTs.
This work is still on-going. It has been delayed due to coronavirus crisis.

In the past 7 years several report dedicated to specific topics have been made. Studies in which poisoning incidents involving
biocidal products between 2013 and 2019 were reported are listed elow :

Adverse events collected during vector control campaigns using deltamethrin or Bti (Bacillus thuringiensis israelensis),France, 2
006-2013. December 2013
- http://www.centres-antipoison.net/cctv/Rapport_CCTV_Rapport_Lutte_antivectorielle_vf.pdf

Exposure to products containing phosphides - Retrospective study of incidents recorded by the French poison and toxicovigilance c
entres (1999-2013). September 2015
- http://www.centres-antipoison.net/cctv/CCTV_Rapport_phosphures_D111.pdf

Exposure to products containing TP8 biocides: Cases registered by French poison control centers between 2012 and 2014. September
2016
No public version available on a website

Exposure to products containing phosphides as part of a harbour activity or when opening a container - Retrospective study of inc
idents recorded by the French poison and toxicovigilance centres (1999-2017). September 2018
- https://www.anses. fr/fr/system/files/Toxicovigilance2018SA0290Ra . pdf

Accidental exposure to chlorinated cleaning products for swimming pools and spas - Retrospective study of incidents recorded by t
he French poison and toxicovigilance centres (2010-2019). June 2019
- https://www.anses. fr/fr/system/files/Toxicovigilance2019SA0192Ra . pdf

Skin and eye reactions to insect repellent bracelets- Retrospective study of the incidents recorded by the French poison and toxi
covigilance centres (2012-2019). November 2019
- https://www.anses. fr/fr/system/files/Toxicovigilance2012SA0277Ra.pdf

If detailed figures are available please provide them in the table below

Number of poisoning incidents related to biocidal products per year by poisoning severity



2013 2013 2014 2014 2015 2015 2016 2016 2017 2017 2018 2018 2019 2019
Fatal/near Fatal/near Fatal/near Fatal/near Fatal/near Fatal/near Fatal/near
Other Other Other
fatal fatal fatal fatal fatal fatal fatal
MG1
Disinfectants
MG 2
Preservatives
MG 3 Pest
control
MG 4 Other
biocidal
products

6. Helpdesk functioning

Please fill in in the following table the information regarding the number of enquiries that Helpdesks receive per year.
Note: if your system does not differentiate the queries according to their topic (active substances, biocidal products, treated articles) please indicate the total number of queries per year in the last row.

2013 2014 2015 2016 2017 2018 2019
Number of enquiries on active substances No data available before 2018
Number of enquiries on biocidal products
Number of enquiries on treated articles
Total number of enquiries per year 870 800

6.1. Advice to small and medium-sized enterprises (SMEs)

Following Article 81(2) of the BPR, competent authorities have to provide advice to the applicants and in particular to SMEs.

Does your Member State provide specific advice to SMEs?
O Yes
® No

7. Sustainable use measures

In accordance with Article 18 of the BPR, a Commission Report on the sustainable use of biocidal products was submitted to the European Parliament and
the Council in 2016, compiling the information provided by Member States. Please find below some questions that are requested in order to follow-up on this
report.

7.1. Availability of Best Practices Documents in the Member States

Are Best Practices Documents used or developed for reducing the use of biocidal products to a minimum or for using biocides with less impact on human health and the
environment?

O Yes

O No

7.2. Availability of certifications or training schemes for professional users

Are certification procedures or training schemes in place (organised by e.g. eCAs, public authorities, sector organisations) for professional users of biocidal products?
® Yes
O No
O Not anymore

Please specify which kind of biocidal products or applications are covered by those schemes and include the corresponding links of the relevant websites with information

Name of the
_— i certification or
Biocidal products or applications covered .. Year
training
scheme
The products concerned by this certification are some TP2,3 and 4 and all TP8, 14 15, 18 and 20 (only this
professional products). All professional who buy, sell or use these products need a certification except if the certification
1 product is used in a transformation / production cycle. Firefighters do not need “certibiocide” as soon as they  certibiocide .
. . L . . was created in
intervene in emergency situations . The link to the national decree 2015

https //www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000028214219&date Texte=20200617
2
3

7.3. Information to the public



Have measures been taken to provide the public with appropriate information about benefits and risks associated with biocidal products and ways of minimising their
use? (Article 17(5) of the BPR)

@ Yes

O No

Please specify which kind of information is available in your Member State (e.g. information campaigns, regulatory measures) and include the corresponding links of the
relevant websites with information.

Type of measure Year Details
Egalim decree regulatory measures concerning prohibition of
1 self service sale to non professional users of certain categories 2019
of biocidal products
Egalim decree regulatory measures concerning prohibited

https //lwww.legifrance.gouv.fr/affichTexte.do?
cidTexte=JORFTEXT000039223395&categorieLien=id

https /lwww.legifrance.gouv.fr/affichTexte.do?

2 commercial practices for certain categories of biocidal products 2019 cidTexte=JORFTEXT000038689025&categorieLien=id
3 Egalim decree regulatory measures concerning commercial 2019 https //lwww.legifrance.gouv.fr/affichTexte.do?

advertising for certain categories of biocidal products cidTexte=JORFTEXT000038689038&categorieLien=id
4

7.4. Measures to address the risk related to the use of biocidal products

Have measures been taken to address the risks related to the use of biocidal products in specific areas such as schools, workplaces, kindergartens or public spaces?

® Yes
O No

Please specify which kind of information is available in your Member State (e.g. information campaigns, regulatory measures) and refer to the corresponding links of the
relevant websites with information.

Area .
Type of measure Year covered Details

Egalim decree regulatory measures concerning prohibition of self service sale to non professional users of

certain categories of biocidal products 209
Egalim decree regulatory measures concerning prohibited commercial practices for certain categories of biocidal 2019
products

3 Egalim decree regulatory measures concerning commercial advertising for certain categories of biocidal 2019
products

4

8. Nanomaterials
Please provide information regarding the use of nanomaterials in biocidal products (Articles 19 and 69 of the BPR), per main group of product-types
MG 1 Disinfectants

Product name Nanomaterial Brief explanations Safety measures (Yes/No) Year

W N -

MG 2 Preservatives

Product name Nanomaterial Brief explanations Safety measures (Yes/No) Year

W N -

MG 3 Pest control

Product name Nanomaterial Brief explanations Safety measures (Yes/No) Year
MITE KILLER  Silicium dioxide Biocidal active substance NO 2019

W -

MG 4 Other biocidal products



Product . Brief Safety measures
Nanomaterial

. Year
name explanations (Yes/No)

S WN R

9. Any other comment

ANSES : Seuls les produits contenant des substances actives qui sont des nanomateriaux ont été indiqués. Nous n’avons pas 1”infor
mation pour les autres substances entrant dans la composition des produits.

Contact
SANTE-BIOCIDES@ec.europa.eu





