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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, Lis in, Norway and Swil )

O Austria

O Belgium

O Bulgaria

O Croatia

O Cyprus

O Czech Republic
O Denmark
O Estonia

O Finland

O 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

® 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)

_ Chemicals Office of the Republic of Slovenia (CORS), Ministry of Health _

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.

one

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

BPR competent authority

involved Website
. . . Chemicals Office of the Republic .
Advice to applicants/helpdesks on active substances of Slovenia www.uk_gov.si
. . L Chemicals Office of the Republic .
Advice to applicants/helpdesks on biocidal products of Slovenia www.uk_gov.si
Chemicals Office of the Republic

Advice to applicants/helpdesks on treated articles www.uk.gov.si

of Slovenia



Chemicals Office of the Republic

Assessment of active substances www uk.gov si

of Slovenia
ical f the Ry i
Assessment and authorisation of biocidal products Chemnca_s Office of the Republic www uk.gov si
of Slovenia
Other (e.g. authority in charge of setting up the whole organisational framework for the BPR Chemicals Office of the Republic .
. . . . L . www uk.gov si
implementation, of adopting national legislation) of Slovenia
1.3.3. Other bodies involved in the implementation of the BPR
Auihorttylorgamsatlon Website
involved
Poison | Centre for Clinical Toxicology  https:/iwww kclj si/index.php?
centre  and Phamacology dir=/pacienti_in_obiskovalci/klinike_in_oddelkifintemna_klinika/center_za_klinicno_toksikologijo_in_farmakologijo
Animal
poison /
centre

National Institute of Public
Other Health, Agricultural Institute of ' https:/fwww nijz.si/en, https /iwww kis.si/en/
Slovenia

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 corresponding 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.



Decree implementing Regulations (EU) concerning making available on the market and use of biocidal products, OJ RS No 81/2018 reg
ulates conditions for the making available of biocidal products in the Republic of Slovenia during transitional period (Article 5
- notification approval procedure), competent authority, supervision, offences and sanctions for the purpose of implementing Regu
lation (EU) No 528/2012. Annex to this Decree regulates fees for services provided by the competent authority in connection with
the procedures under Regulation (EU) No 528/2012 and Decree RS No 81/18.

National transitional measures for making biocidal products available (notification) as regulated in decree:

"Article S5

(1) An application for notification of a biocidal product that contains an active substance referred to in the first subparag
raph of Article 89(2) of Regulation (EU) No 528/2012 shall be submitted no later than the date of inclusion of the active substan
ce in the Union list of approved active substances.

(2) Biocidal products shall be available in the territory of the Republic of Slovenia after they have been entered into the n
ational register by the Office.

(3) Where a biocidal product referred to in paragraph one of this Article is used in whole for the manufacture of a new bioci
dal product, only the final product shall be notified.

(4) The application form for notification, change in notification or completion of notification of a biocidal product shall b
e published on the website of the Office.

(5) In the notification procedure, the Office shall verify compliance of a biocidal product based on the following:

— fulfilment of conditions for the active substance referred to in paragraph one of this Article;

- combination of the active substance and product type; and

— origin and supply of active substances under Article 95 of Regulation (EU) No 528/2012.

(6) In the notification procedure, or in respect of a biocidal product that has already been notified, the Office may verify
the following:

- the chemical, physical and technical properties of the product;

— information relating to the ecotoxicity and toxicity of the biocidal product and its efficacy;

- the product’s presentation and appearance;

- the method of allowing the product to be made available; and

- labelling and instructions for use.

(7) If, on the basis of the information submitted, the Office considers that the intended use of the biocidal product would c
onstitute an unacceptable risk to humans, animals or the environment, it may require the applicant to provide additional explanat
ory information and propose additional measures for the safe use of the biocidal product.

(8) When it is not possible to ensure safe use of the biocidal product, the Office shall refuse the notification, change the
entry or remove the notified biocidal product from the national register.
(9) If, following the risk assessment, the active substance in the notified biocidal product has not been included in the Uni

on list of approved active substances, or if an application for the issue of a national authorisation or Union authorisation for
the biocidal product has not been submitted by the date of inclusion of the active substance in the Union list of approved active
substances, in the national register, the Office shall specify the date until which the notified biocidal product may be availabl
e on the market, in accordance with Regulation (EU) No 528/2012, and shall remove the biocidal product from the national register
after the expiry of that time limit."

Regulation is available in Slovene language only on the following website: http://www.pisrs.si/Pis.web/pregledPredpisa?id=URED779
9% Unofficial translation is available by the CA.

General information on biocides is available on the website: https://www.gov.si/teme/biocidni-proizvodi/

Information on transitional notification procedure for companies and general public is available on: http://evem.gov.si/info/dovo
ljenja/dejavnost/13738/dovoljenje/12493/prikaziDovoljenje/

During the reporting period, legislation on biocidal products changed twice. Act Repealing the Biocidal Products Act, OJ RS, No 2
5/14 of 2.4.2014 with secondary legislation and Decree implementing Regulations (EU) concerning the making available on the marke
t and use of biocidal products, OJ RS No 20/14 have been replaced by above mentioned Decree of RS No 81/2018.

National transitional approval procedure was in place since 2000.

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 fo the relevant website with the requested information. If available in English please
include the link to the English version



Anex of the Decree implementing Regulations (EU) concerning making available on the market and use of biocidal products, OJ RS N
0. 81/2018 regulates amounts of fees. National measures are regulated by Article 6:

"(1) For the costs relating to procedures for approving active substances and granting authorisations for biocidal products re
ferred to in Regulation (EU) No 528/2012, for active substances and biocidal products for which the Office is responsible, the ap
plicant shall pay the fee set out in Annex, which is an integral part of this Decree.

(2) After receipt of an application referred to in paragraph one of Article 3 of this Decree, the Office shall set the initia
1 fee amount depending on the estimated extent and complexity of the procedure and shall inform the applicant of the amount and m
ethod of payment of the fee and the deadline for same.

(3) Before the completion of the procedure, the Office shall evaluate the actual work performed and shall invite the applican
t to pay an additional amount of fee or shall refund them the overpaid amount of fee referred to in the preceding paragraph.

(4) Fees shall be paid into the general government revenue sub-account, in accordance with the regulation governing sub-accou
nts and the manner of payment of compulsory charges and other general government revenue.

(5) In accordance with Article 80 of Regulation (EU) No 528/2012, from the fees paid under points 1 and 2 of Annex to this D
ecree, appropriate funds shall, as a priority, be earmarked in the financial plan of the Office to cover the entire costs of the
phases of the procedure referred to in points 1.B. in 2.1.B. of Annex to this Decree and the related material and technical condi
tions and administrative and technical support.

(€) If the applicant withdraws their application at any stage of the procedure, the costs of the procedure shall be charged i
n proportion to the work performed by the Office. Costs shall also be charged in the same manner in cases where the Office accept
s to undertake procedures that have been only partially completed by other competent authorities.”™

Regulation is available in Slovene language only on the following link: http://www.pisrs.si/Pis.web/pregledPredpisa?id=URED7799%

Annex includes fees for the approval of active substances with description of the procedure and specification of costs referred a
ccording to different phases of the evaluation procedure and fees for granting authorisations for biocidal products with descript
ion of the procedure and specification of costs according to different phase of the evaluation procedure. Fees are established fo
r a single biocidal product and a biocidal product family for procedures in which CORS acts as a reference member state/evaluatin
g competent authority or as concerned member state/competent authority. Fee for notification of biocidal products according trans
itional procedure is also regulated (210 EUR).

All fees are in euros.

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 substance for approval chemical: 28,500 - 117,000; microorganism: 85,600
Evaluation of an active substance for Annex | inclusion 58,500
Authorisation of a biocidal product (BP) 23,400
Authorisation of a BP family 46,800
Mutual recognition of an authorisation of a BP 2,600 - 3,000
Mutual recognition of an authorisation of a BP family 5,200 - 6,000
Union authorisation of a BP 32,760
Union authorisation of a BP family 65,520
Annual fee 0
Other (please specify) see Annex to the Decree on implementation of BPR, RS No 81/18

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 concerning 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



Decree implementing Regulations (EU) concerning making available on the market and use of biocidal products, OJ RS No. 81/2018 re
gulates specific national measures concerning non-compliance and penalties for infringements on the implementation of the BPR. Na
tional measures are regulated by Articles 8 and 9:

"Article 8

(1) A legal person shall be fined from EUR 5,000 to EUR 30,000 for the following offences:

1. the making available on the market and for use of a biocidal product in contravention of Article 5 of this Decree;

2. the making available on the market and for use of a biocidal product that is not authorised in accordance with Article 17 of R
egulation (EU) No 528/2012;

3. failure to notify the Office of any unexpected or adverse effects in accordance with Article 47(1l) of Regulation (EU) No 528/2
012;

4. the making available of a biocidal product for use by users for whom the making available and use of the biocidal product have
not been authorised;

5. failure to present, as the supplier of an active substance or manufacturer of a biocidal product, evidence of compliance of ac
tive substances with Article 95 of Regulation (EU) No 528/2012 or failure to present such evidence within the time limit specifie
d by a chemicals inspector;

6. failure to meet the requirements and conditions for use by professional users or trained professional users in accordance with
paragraph two or three of Article 4 of this Decree.

(2) A sole trader or a self-employed person shall be fined from EUR 5,000 to EUR 15,000 for an offence referred to in the pre
ceding paragraph.

(3) The responsible person of a legal person or the responsible person of a self-employed person shall be fined from EUR 2,00
0 to EUR 5,000 for an offence referred to in paragraph one of this Article.

Article 9

(1) A legal person shall be fined from EUR 2,500 to EUR 15,000 for the following offences:

1. the use of a biocidal product in contravention of Article 17(1) and (5) of Regulation (EU) No 528/2012;

2. the making available on the market and for use of a biocidal product contrary to the parallel trade permit, as laid down in Ar
ticle 53 of Regulation (EU) No 528/2012;

3. the making available on the market and for use of a biocidal product contrary to the emergency authorisation, provisional auth
orisation or exceptional authorisation granted in accordance with Article 55 of Regulation (EU) No 528/2012;

4. the making available on the market and for use of a biocidal product contrary to the authorisation for the purposes of researc
h or development granted in accordance with Article 56 of Regulation (EU) No 528/2012;

5. the making available on the market and for use of a treated article in contravention of Article 58(2) of Regulation (EU) No 52
8/2012;

6. the making available on the market and for use of a treated article that is not labelled in accordance with Article 58(3) of R
egulation (EU) No 528/2012;

7. failure to keep records of biocidal products in accordance with Article 68 (1) of Regulation 528/2012/EU;

8. the making available on the market and for use of a biocidal product which is not classified, packaged or labelled in accordan
ce with Article 69(1) of Regulation (EU) No 528/2012 or for which no safety data sheet has been prepared in accordance with Artic
le 70 of Regulation (EU) No 528/2012;

9. the advertising of a biocidal product in contravention of Article 72 of Regulation (EU) No 528/2012.

(2) A sole trader or a self-employed person shall be fined from EUR 2,500 to EUR 10,000 for an offence referred to in the pre
ceding paragraph.

(3) The responsible person of a legal person, the responsible person of a sole trader or the responsible person of a self-emp
loyed person shall be fined from EUR 1,500 to EUR 3,000 for an offence referred to in paragraph one of this Article.”

Regulation is available in Slovene language only on the following link: http://www.pisrs.si/Pis.web/pregledPredpisa?id=URED7799%

2.5. Imported treated articles

Do you have specific national measures or legislation that regulates whether imported treated articles contain only approved active substances?

O Yes
® No

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

2013 2014 2015 2016 2017 2018 2019

Authorisations granted on the basis of Article 19(5) 0 0 0 0 0 0 0 0
Provisional authorisations granted for products containing new active substances 0 0 0 0 0 0 0
(Article 55(2))



3.1.1.b. Mutual recognitions - concerned Member State

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

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 0 5 18 11 2 2 38

0
Number of products authorised (conditions met for all or some of the uses) 0 0 5 17 11 2 2 37
Number of products not authorised (conditions not met for any of the uses) 0 0 0 1 0 0 0 1

3.1.1.d. Comparative assessments (Article 23)

2013| 2014 2015 2016 2017 2018 2019 Total
number
Total number of applications evaluated 0 0 0 0 3 2 0 5
Numper of applications evaluated resulting in a granted authorisation without o o o o o 2 o 2
restrictions
Number of applications evaluated resulting in restrictions (Article 23(3)) 0 0 0 0 3 0 0 3
Number of applications evaluated resulting in restrictions (Article 23(3)) 0 prohibitions
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 0 0 0 0
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 1 0 0 21 7 29

0
Number of products authorised (conditions met for all or some of the uses) 0 0 1 0 0 21 7 29
Number of products not authorised (conditions not met for any of the uses) 0 0 0 0 0 0 0 0

3.1.2.d. Comparative assessments (Article 23)

2013 2014 2015 2016 2017 2018 2019 Total
number
Total number of applications evaluated 0 0 0 0 0 0 0 0
Numper of applications evaluated resulting in a granted authorisation without 0 0 0 0 0 0 0 0
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)) 0 0 0 0 0 0 0 0 prohibitions

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 0 0 0 0 0 0 0
Permits granted 0 0 0 0 0 0 0 0
Permits not granted 0 0 0 0 0 0 0 0



3.2.b. Research and development (Article 56)
2013 2014 2015 2016 2017 2018 2019 Total number

Number of notifications received 0 0 0 0 0 0 0 0
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) 30 54 123 153 130 107 137 734
Main group 2 Preservatives (PT6 - PT13) 7 31 31 55 55 38 45 262
Main group 3 Pest control (PT14 - PT20) 7 38 38 54 35 50 276

54
Main group 4 Other biocidal products (PT21 - PT22) 0 4 1 3% 36 3 2 82
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

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 freated articles

all mentioned issues are covered

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
Controls on placing and making biocidal products Chemicals Office of the Republic of https //www gov.si/drzavni-organi/organi-v-sestavi/urad-
available on the market Slovenia za-kemikalije/
Chemicals Office of the Republic of https /lwww gov.si/drzavni-organi/organi-v-sestavi/urad-
Slovenia za-kemikalije/

Website

Controls on placing on the market of treated articles

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 / I / / / / ! /

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 | 50 36 56 35 55 33 59 38 48 26 60 35 69 33
MG 2 Preservatives 6 4 7 3 6 3 3 1 3 1 3 1 3 1

MG 3 Pest control 41 30 45 28 49 31 55 25 45 33 58 24 58 35
MG 4 Other biocidal 5 3 1 2 1 3 1 2 / 4 1 4 1

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 45 34 53 35 54 33 56 38 48 26 48 35 59 33
MG 2 Preservatives |5 4 5 3 5 3 5 1 3 1 3 1 3 1
MG 3 Pest control 38 28 37 23 36 31 40 25 35 23 58 24 55 35
MG 4 Other biocidal 3 4 1 4 1 4 1 2 / 4 1 4 1
products

« 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 45 34 53 35 54 30 56 30 48 19 48 25 59 24
MG 2 Preservatives ' 5 4 5 3 5 2 5 1 3 1 3 1 3 1
MG 3 Pest control 38 28 37 23 36 15 40 19 35 22 58 19 55 31
";"ri:ug;her biocidal 3 4 1 4 1 4 1 2 / 4 1 4 1

« 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 | 10 9 12 11 13 13 14 11 9 8 13 11 14 10
MG 2 Preservatives |1 1 1 1 / / / / 1 1 1 1 / /
MG 3 Pest control 9 8 7 7 7 6 8 6 9 7 12 10 12 9
MG 4 Other biocidal / / 1 1 / / / / / / 1 /
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 |/ / / / / / / / / / 63 33 92 48
MG 2 Preservatives |/ / / / / / / / / / / / / /
MG 3 Pest control / / / / / / / / / / / / / /
MG 4 Other biocidal / / / / / / / / I / / / /
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)

All inspections of biocidal products carried out by Chemicals Office of the Republic of Slovenia include the control of status of
biocidal product in the national Register of biocidal products. National Register is being updated regularly (monthly) and contai
ns all biocidal products (BPs) authorised by CA regardless the procedure; consequently, the Chemicals inspection can not estima
te the proportion of the BPs regarding the process resulting the registration into national Register.

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
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

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

Inspections od formulators of BP cover the control of Letter of Access.

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
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

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



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 | 50 36 56 35 55 33 59 38 48 26 60 35 69 33
MG 2 Preservatives 6 4 7 3 6 3 3 1 3 1 3 1 3 1
MG 3 Pest control 41 30 45 28 49 31 55 25 45 33 58 24 58 35
MG 4 Other biocidal 5 3 1 2 1 3 1 2 / 4 1 4 1
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 1 / 2 / 1 / 2 /
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

were not carried out

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)

were not carried out

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)

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 | 10 7 / / 2 1 3 2 2 1 10 4 2 1
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
products

< Controls on the correct labelling of the treated articles (article 58 of the BPR)

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 | 10 7 / / 2 1 3 2 2 2 10 4 2 1
MG 2 Preservatives
MG 3 Pest control
MG 4 Other biocidal
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)



In the electronic version of the Register of Poisonings with Biocidal Products of the Republic of Slovenia, from 2013 to 2019, 1
0.210 poisonings or selected poisons were reported (4430 reports of poisonings and 5785 calls to the 24-hour toxicology service o
f the Poison Control Center).

Table 1: Number of poisonings from 2013-2019

Year No. of poisonings with biocidal products
2013* 43

2014 28

2015 22

2016 21

2017 21

2018 29

2019 48

Table 2: Age of persons exposed and poisoned to biocidal products (data are missing for 16 persons)
Age groups No. of cases

00-02 54

02-18 61

18-30 19

30-50 43

50-70 19

Table 3: Overview of poisoning incidents from 2013-2019

2013* (n=1525)

2014 (n=
2015 (n=
2016 (n=
2017 (n=
2018 (n=
2019 (n=

See the

1419)
1117)
1315)
1208)
1511)
2120)
table in the survey.

Table 4: Active substances in biocidal products to which persons have been exposed to or poisoned by (2013-2019) (numbers represe
nt poisoning cases)

PT1

PT4

PT18

PT8

Ethanol 9

Ethanol; biphenyl-2-ol 1

Ethanol; propan-1-ol 6

Ethanol; propan-2-ol 1

Ethanol 96% 1

Ethanol 96% ; 1-propanol 1

Quaternary ammonium compounds, benzyl-Cl12-16-alkyldimethyl chlorides 2
No data (active substance was not identified) 20
Propan-1-ol ; propan-2-ol 1

Propan-2-ol 1

Triclosan 2

Didecyldimethylammonium chloride ; borate 1

Didecyldimethylammonium chloride; propan-2-ol 1

Quaternary ammonium compounds, benzyl-C12-16-alkyldimethyl chlorides, didecylammonium chloride
glutarate; didecylammonium chloride; glutaraldehyde 1

Sodium dichloroisocyanurate dihydrate 1

Sodium hypochlorite 2

No data (active substance was not identified) 4

Hydrogen peroxide 2

Abamectin 2

Alpha cypermethrin 2

Bifentrin 1

d-phenotryn ; tetramethrin 1

Deltamethrin ; tetramethrin ; piperonyl butoxide 3
Esbiotrin 1

Geraniol 1

Permetrhin 7

Permethrin; tetramethrin ; piperonyl butoxide 1
Prallethrin 4

No information 8

Spinosad 1

Tetramethrin 1

Transfluthrin 1

Boric acid; cooper(ll)carbonate and cooper(11) hydroxide (1:1); alkil C12-16 dimetil benzil amonijev klorid
Boric acid; cooper(ll)carbonate and cooper(ll1) hydroxide (1:1); quaternary ammonium compounds, benzyl-

Idimethyl chloride 1

Quaternary ammonium compounds, benzyl-C12-16-alkyldimethyl chlorides 3
Permethrin ; 3-iodo-2-propinyl butylcarbamate 1
Permethrin; propiconazole; 3-iodo-2-propinyl butylcarbamate 1

1
c12-16-alky



No data (active substance was not identified) 5

PT15 No data (active substance was not identified) 1
PT2
Didecyldimethylammonium chloride 2
Didecyldimethylammonium chloride propan-2-ol 1
Chlorine 14
Quaternary ammonium compounds, benzyl-C12-16-alkyldimethyl chlorides 3
Quaternary ammonium compounds, benzyl-C12-16-alkyldimethyl chlorides; hydrogen peroxide 4
Sodium hypochlorite 12
Polymer quaternary ammonium chloride 1
No data 8
Symclosene; cooper sulphate 1
Tetraacetylene; disodium carbonate, hydrogen peroxide 1
Hydrogen peroxide; quaternary ammonium compounds, benzyl-C12-16-alkyldimethyl chl 1
PT19 ethyl N-acethyl-N-buthyl-beta-alaninate 1
Geraniol 1
Icaridine 1
N,N-diethyl-m-toluamide 1
Pirethrins and pirethroids; ethanol 1
No data (active substance was not identified)) 7
PT14
Brodifakum 1
Bromadialone 1
Bromadiolone 21
No data (active substance was not identified) 11
PT5
Dichloroizocianuric acid, Sodium salt (NaDCC) 1
Chlorine 2
PT3
Phoxim 2
Acetic acid 80% 1
No data (active substance was not identified) 1
PT10 No data (active substance was not identified) 2
PT not known No data (active substance was not identified) 4
PT21 Cooper thiocyanate; zinc pyrithione 1

Severity of poisoning by biocidal products or exposure to biocidal products (2013-2019)
Severity of poisoning Number of patients

Fatal intoxication 1 (ethanol + disinfectant; abuse)
Severe intoxication 1 (bromadiolone, suicide attempt)
Moderate poisoning 9

Mild poisoning 67

Exposure without signs of intoxication 91

Assessment of severity was not possible 43

*Information for the year 2013 covers the whole year.

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 2014 2015 2016 016 2017 2018
Fatal/near Other Fatal/near Other Fatal/near Other Fatal/near Other Fatal/near Other Fatal/near Other Fatal/near

fatal fatal fatal fatal fatal fatal

MG 1
- 22 0 13 0 13 0 10 1 8 1 14 0

Disinfectants
MG 2 . 2 0 5 0 4 0 1 0 0 0 1 0
Preservatives
MG3 Pest 19 1 8 0 4 0 8 0 12 0 130
control
MG 4 Other
biocidal 0 0 0 1 0 1 0 2 0 1 0 0 0
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 | 2 5 5 8 7 5 4
Number of enquiries on biocidal products (155 485 |476 (796 721 534 408
Number of enquiries on treated articles 3 10 9 16 22 11 8

Total number of enquiries per year 160 500 490 820 |750 550 420



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?
® Yes
O No

Please indicate how the advice is customized for the needs of SMEs and refer to the corresponding links of the relevant websites for information

The majority of companies in Slovenia are SMEs. Chemicals Office (CORS) supports all companies through Helpnet. As not all compan
ies are members of Slovenian Chamber of Commerce, CORS organizes additional events free of charge, such as bilateral meetings, vi
deoconferences, once per year a Chemical Safety day.

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

® 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

Biocidal products or applications covered Name of the certification or training scheme Year
1 PT2 pools National Institute for Public Health once per year
2 PT5 drinking water National Institute for Public Health once per year
3 PT14 rodenticides PT18 insecticides National Institute for Public Health every 5 years

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
1 press conference 2015 presentation of the proper use of insecticides and repellents
2 different lectures 2017, 2018 safe use of BPs in pools, drinking water and for disinfection
3 implementing regulation from 2018 onwards restriction of professional use

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.



Type of

Year Area covered Details
measure
1/ flyer 2019 schools information on excessive use of repelents
2013 schools and classification and labelling of hazardous
2 leaflet )
onwards others chemicals
3
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
/

HWIN P

MG 2 Preservatives

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

HWIN R

MG 3 Pest control

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

HWN P

MG 4 Other biocidal products

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

AW N P

9. Any other comment

Data on poisoning incidents were revised in October 2020.

Contact
SANTE-BIOCIDES@ec.europa.eu





