








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

In order to be ensured the adherence to the normatively envisaged requirements in the field of the biocides - Regulation (EU) № 5

28/2012 of the European parliament and of the Council of 22 May 2012 concerning the making available on the market and use of bio

cidal productsand the Protection against harmful impact of the chemical substances and preparations Act (PAHICSPA), in Republic o

f Bulgaria since 2005 was introduced an authorization regime for release of biocides on the market. According to PAHICSPA the bio

cides are released on the market and they are used when for them there is an authorization issued by the minister of health, on a 

proposal of the Expert committee on biocides, established by order from the minister of health. When the biocides contain an acti

ve substance/substances, included in the list of approved active substance for specific product type (art. 9, para 2 of Regulatio

n (EU) № 528/2012) there have to be followed the procedures for authorization according to Regulation (EU) № 528/2012. If the act

ive substance/substances of the biocides is/are an existing substance/substances, included in annex № 2 of Regulation (EC) № 106

2/2014 and about it there is no decision of the European commission for non-inclusion for the respective product type and it is s

till not included in the list of the approved active substances for the respective product type, the minister of health has to is

sue an authorization for release on the market under national procedure. 

The regional health inspections make the following surveillance activities on the market:  

• control for existence of issued authorizations for release on the market of biocides under PAHICSPA; 

• control on the compliance of the classification, labeling and packaging and the field of use of the biocides released on 

the market with the issued authorizations, as well as the compliance of the provided information in the Information safety sheet 

with the conditions of the authorization; 

• laboratory analysis of active substances of biocides and composition of biocides for the purposes of correspondence with 

the issued authorizations; 

• directed control of the market based on complaints/signals from natural and legal persons, data about arisen incidents fr

om the use of biocides. 

Upon planning of the activities of control in sector „biocides“ is taken into account the risk evaluation for the mass and profes

sional consumers of biocides and results from previous inspections/years as well as new information about the risks resulting of 

their use. 

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 to the relevant websites

BPR enforcement authority(ies) involved Website

Controls on placing and making biocidal products available on the market The regional health inspections -

Controls on placing on the market of treated articles The regional health inspections -

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 38 43 51 62 67 64 52 377

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018
NC 2018

Total 

2019

NC 

2019

MG 1  

Disinfectants
- - - - - - 6 - 5 1 10 2 14 2



MG 2  

Preservatives
6 - 10 1 - - 8 1 30 7 33 4 36 4

MG 3  Pest 

control
10 - 14 2 16 3 35 4 32 6 31

3 NC 2018 Total 2019 NC 2019 

MG 1: Disinfectants - - - - - - 6 - 

5 1 10 2 14 2 MG 2: 

Preservatives 6 - 10 1 - - 8 1 30 

7 33 4 36 4 MG 3: Pest control 

10 - 14 2 16 3 35 4 32 6 31 

42 3

MG 4  Other 

biocidal 

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants - - - - - - 6 - 5 1 10 2 14 2

MG 2  Preservatives 6 - 10 1 - - 8 1 30 7 33 4 36 4

MG 3  Pest control 10 - 14 2 16 3 35 4 32 6 31 3 42 3

MG 4  Other biocidal 

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants - - - - - - 6 - 5 1 10 2 14 1

MG 2  Preservatives 6 - 10 1 - - 8 1 30 4 33 3 36 2

MG 3  Pest control 10 - 14 2 16 3 35 4 32 4 31 2 42 3

MG 4  Other biocidal 

products
- - - - - - - - - - - - - -

• 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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019



MG 1  Disinfectants - - - - - - - - - - - - - -

MG 2  Preservatives - - - - - - - - - - - - - -

MG 3  Pest control - - - - - - - - - - - - - -

MG 4  Other 

biocidal 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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants - - - - - - 6 - 5 - 10 - 14 -

MG 2  Preservatives - - - - - - 8 - 30 - 33 - 36 -

MG 3  Pest control - - - - 16 - 35 - 32 - 31 - 42 -

MG 4  Other biocidal 

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants 29 - 46 4 41 - 145 3 190 5 73 - - -

MG 2  Preservatives - - 7 - 10 - 70 - - - 4 - - -

MG 3  Pest control 27 - 17 - 32 6 30 3 210 7 21 - 303 -

MG 4  Other biocidal 

products
3 - - - 3 - - - - - - - - -

• 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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants - - - - 41 9 145 15 190 13 73 11 - -

MG 2  Preservatives - - - - 10 2 70 8 - - 4 1 - -

MG 3  Pest control - - - - 32 2 30 6 210 11 21 6 303 33

MG 4  Other biocidal 

products
- - - - 3 - - - - - - - - -

• 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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants 29 12 46 9 41 11 145 17 190 25 73 25 - -

MG 2  Preservatives - - 7 - 10 2 70 9 - - 4 - - -

MG 3  Pest control 27 8 17 2 32 3 30 6 210 26 21 8 303 75

MG 4  Other biocidal 

products
3 - - - 3 - - - - - - - - -



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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants 6 - 10 3 13 4 15 4 18 4 73 25 26 6

MG 2  Preservatives - - - - - - - - 2 - 4 - - -

MG 3  Pest control - - 8 4 13 4 12 3 15 5 21 8 11 4

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants 29 9 46 9 41 8 145 14 190 17 73 13 - -

MG 2  Preservatives - - 7 - 10 - 70 9 - - 4 - - -

MG 3  Pest control 27 6 17 2 32 3 30 6 210 22 21 6 303 62

MG 4  Other biocidal 

products
3 - - - 3 - - - - - - - - -

• 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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

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 

2013

NC 

2013

Total 

2014

NC 

2014

Total 

2015

NC 

2015

Total 

2016

NC 

2016

Total 

2017

NC 

2017

Total 

2018

NC 

2018

Total 

2019

NC 

2019

MG 1  Disinfectants - - - - - - - - - - - - - -

MG 2  Preservatives - - - - - - - - - - - - - -

MG 3  Pest control - - - - - - - - - - - - - -







1 - - - - -

2 - - - - -

3 - - - - -

4 - - - - -

MG 3  Pest control

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

1 - - - - -

2 - - - - -

3 - - - - -

4 - - - - -

MG 4  Other biocidal products

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

1 - - - - -

2 - - - - -

3 - - - - -

4 - - - - -

9. Any other comment

Contact

SANTE-BIOCIDES@ec.europa.eu




