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on conditions applicable to the placing of biocidaproducts on the market
and on the amendment to certain Acts

(Consolidated text as to2nd March 2010)

As amended by the Act No 434/2004 Coll., the Act1862006 Coll., the Act No 95/2007 Coll., the Aadb N
405/2008 Coll., the Act No 489/2008 Coll., and #w No 67/2010 Coll.

The National Council of the Slovak Republic hasgdd this Act:

Article |
PART ONE
FUNDAMENTAL PROVISIONS
Article 1
Scope of application

(1) This Act lays down rights and obligations ohgmanies 1), other than those engaged in
agricultural production, and registered accordin@tspecific statutory regulation, that may
wish to place on the market biocidal products, H#relcompetence of state administrative
authorities as regards the placing on the markdtiafidal products, conditions concerning
authorisation for the placing on the market of mat products, conditions concerning
registration for the placing on the market of batadiproducts, method to be used to evaluate
efficacy of biocidal products, low- risk biocidptoducts, and protection from their adverse
effects on humans and animals and the environmesification and supervision of
compliance with this Act.

(2) This Act shall not apply to medicinal produatsterinary preparations, narcotics, medical
devices, foodstuffs, feedingstuffs, cosmetics, oommercial goods in consumer packaging
2), plant protection products, radionuclide emgttend nuclear materials 3) and waste.

(3) This Act shall not affect specific rules comdag the transport of dangerous goods 4),
technical requirements in respect of products B, achemical substances and preparations
6).
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Article 2
Definitions
For the purposes of this Act:

a) a biocidal product means a product containirgg@nmore active substances, put up in the
form in which it is supplied to the user, intendid destroy, deter, render harmless, or
otherwise exert a controlling effect on, any hadmfuganism by chemical or biological
means; a list of biocidal product types with a gative description of each type is given in
the Annex 1,

b) an active substance means a chemical substarmremicroorganism, including a virus or
a fungus, intended for use in a biocidal productiror low-risk biocidal product, having
a general or specific action on or against harmifganisms,

c) a harmful organism means any organism whichanasnwanted presence or a detrimental
effect for humans, their activities or the produtisy use or produce, or for animals, or for
the environment,

d) alow-risk biocidal product means a product whmoses only alow risk to humans,
animals and the environment and contains no aobss of concern and as active substances
no other than those included in the list of lovkrétive substances, satisfying requirements
for inclusion in the list of low-risk biocidal prodts,

e) asubstance of concern means any substance, tbtre active substance, which, on
account of its dangerous properties 8), has amra@nlhecapacity to cause an adverse effect on
humans, animals or the environment which is presentroduced in a biocidal product, or in
a low-risk biocidal product in such a concentratittrat these are to be classified 9) as
dangerous,

f) a basic substance means a substance which hesramor use as a biocide either directly
or in diluted form with a simple diluent which ités not a substance of concern and is not
sold directly for biocidal purposes and which iagad on the market without direct indication
of its biocidal effect,

g) frame-formulation is a reference to specificasidor a group of biocidal products or low-
risk biocidal products having the same use and typer,

h) a residue means one or more of the substanessrgrin a biocidal product or in a low-risk
biocidal product which remains as aresult of it uncluding the metabolites of such
substances and products resulting from their degi@dor reagtion.
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PART TWO

PLACING ON THE MARKET
OF BIOCIDAL PRODUCTS
AND LOW -RISK BIOCIDAL PRODUCTS

Article 3

Basic conditions for placing on the market of bioaal products
and basic conditions for placing on the market ofdw-risk biocidal products

(1) The companies shall not place on the markegdfipcidal product or a low-risk biocidal
product, unless the Centre for Chemical Substarares Preparations (hereinafter “the
Centre*) has granted an authorisation 11) for #devant biocidal product, or a registration
of the relevant low-risk biocidal product, andytireay do solely under conditions pursuant
to Articles 7 and 8.

(2) A biocidal product or a low-risk biocidal proctushall not contain substances other than
those decided on by the Centre in accordance wiilsl& 7 para 1.

(3) The companies wishing to import 12) a biocipladduct, or a low-risk biocidal product in
order to place the same on the market shall eghbemit to the customs authority a customs
declaration together with the relevant decisiontltd Centre on its authorisation or the
relevant decision of the Centre on its registration virtue of which they may import the
biocidal product, or a low-risk biocidal product,tbey shall submit a written statement to the
effect that the biocidal product or the low-rislodidal product is intended exclusively for the
purposes of research, development and testing.

(4) Paras 1 and 2 shall not apply to a biocidaldpod and the active substance present
therein, or to a low-risk biocidal product and thetive substance present therein intended
exclusively for the purposes of research, developrard testing.

(5) The list of active substances, satisfying regaents for inclusion in the biocidal
products, the list of low-risk active substancesjs$ying requirements for inclusion in the
low-risk biocidal products, and the list of basigbstances (hereinafter “lists”) shall be
published by the Government of the Slovak Repuhliough Regulation.

Application for an authorisation for a biocidal product
or application for a registration of a low-risk biocidal product

Article 4

(1) An application for an authorisation for a buai product or an application for a
registration of a low-risk biocidal product shak bmade to the Centre by the company
manufacturing or importing the biocidal productguestion or the low-risk biocidal product
in question (hereinafter “the applicant”). Where tpplicant is a natural person, he shall have
his place of abode in the territory of the countrlyich is contracting party to the European
Economic Area Agreement, and where a legal petsershall have his registered office or
his organisational unit located in the territafysuch a country. The application shall be



made in writing, in five copies, and in the officianguage 14) of the respective country or in
the English language.

(2) An application for an authorisation for a badal product or an application for a
registration of a low-risk biocidal product shadinaprise the following:

a) name, surname, place of abode and place of dassinvhere the applicant is a natural
person; name and registered office, or organisakiemit, where the applicant is alegal
person,

b) identification data relating to the manufactuséthe biocidal product or low risk biocidal
product,

C) identification data relating to the manufactuséthe active substance,
d) trade name of the biocidal product or low-rigdidal product,

e) qualitative and quantitative composition of thiecidal product or low-risk biocidal
product,

f) safety data sheet relating to the biocidal pobdar low-risk biocidal product elaborated in
accordance with a specific statutory regulation 15)

(3) An application for an authorisation of a bialdidproduct or an application for a
registration of a low-risk biocidal product incliedalso documentation files containing details
of dossiers accompanying an application for anaighation for a biocidal product and details
of dossiers accompanying an application for a teggisn of a low-risk biocidal product, as
well as detailed specification of data to be siggblbefore a biocidal product has been placed
on the market and detailed specification of datddosupplied before a low-risk biocidal
product has been placed on the market in accordaitibea specific statutory regulation 15a)
or a consent regarding provision of informationthie second applicant and to subsequent
applicants in accordance with Article 16. All sultend information must be consistent with
current scientific and technical knowledge.

(4) In addition to information set out in paragraghand 3, an application for an authorisation
of a biocidal product or an application for a stgition of a low-risk biocidal product shall
include basic information relating to each actiuesances present in the biocidal product or
in the low-risk biocidal product in accordance wéhspecific statutory regulation 15a) or a
consent regarding provision of information to thecand applicant and to subsequent
applicants in accordance with Article 16. All sulted information must be consistent with
current scientific and technical knowledge.

(5) The applicant shall supplement information @nag the biocidal product or the low-

risk biocidal product in accordance with paragrapte 4 with protocols providing a detailed

and full description of tests carried out and ibiplaphical references to methods applied,
together with a copy describing such methods. Ta@ssctive substances present in a biocidal
product or in a low-risk biocidal product shall barried out by prescribed methods 16), in
compliance with Good Laboratory Practice 17). Apgiion of other than prescribed testing
methods must be justified in the protocol. If resfed to do so, the applicant must provide the



Centre, in addition to information set out in paeghs 2 to 4, likewise with further
information, if this is required to evaluate a baad product pursuant to Article 6.

Article 5

(1) If required by the Centre, the applicant shpabivide the Centre with a free sample or
model or a proposal of frame formulation of a bilatiproduct or a low-risk biocidal product,
or directions in writing as to their use 18).

(2) The application for an authorisation for a lid@t product which requires carrying out
experiments involving vertebrate animals shallrbade by the applicant only after his
enquiring of the Centre as to whether the produaise authorisation he seeks to obtain is or
is not similar to or identical with, a biocidal phact for which an authorisation has already
been granted, and after receiving the name andssdrfethe holder or holders of the first
authorisation for the relevant biocidal productatidition, he shall submit a written statement
to the effect that he intends to apply for an aaglation in his own interest and that he has
available further information necessary for anhausation. The Centre shall provide the
applicant with information required, while commuatieig to the holder or holders of such
authorisation the applicant’s name and addresg@acourage them to be cooperative so as to
avoid a duplication of toxicological experiments\@ertebrate animals .

(3) Where a biocidal product is either similar toidentical with, a biocidal product that has
already been authorised under Article 7 and wlaed®ve substances, even as regards the
degree of purity and type of impurities, are ideati the Centre may allow that the second
and subsequent applicants, in replacement of irdtom required under Article 4 paras 3, 4
or para 5, supply a certified written aggreemeaoinfithe first holder of the authorisation for
a biocidal product, and make use of informatiorppsied by the latter to grant an
authorisation for a biocidal product to the secand subsequent applicants.

(4) Where it is technically impossible to supplyrinformation under Article 4, paras 3, 4
and 5, or where it is possible to replace requinéokrmation by existing data from scientific
publications or some other available resources,afygicant shall state these facts in his
application with the inclusion therein of referes¢e such resources.

(5) The Centre shall maintain applications for antharisation for a biocidal product and
applications for aregistration of a low-risk bidal product, together with information
submitted and accompanying dossiers, for a peridibo/ears. On request by the European
Commission, the Centre shall make the documerdssaible to competent authorities of
countries which are contracting parties to the Beam Economic Area Agreement, which
either authorise a biocidal product or registesva-tisk biocidal product.

Article 6

Evaluation of a biocidal product
and evaluation of a low-risk biocidal product

(1) Evaluation of a biocidal product and evaluatidra low-risk biocidal product shall consist
in considering the efficacy, the detrimental effédhese may have on humans, their activities
or the products they use or produce, or on animaln the environment, or in considering
the detrimental effect they may have on other guimganisms and the environment.



(2) As regards the protection of human health, @eatre shall undertake the evaluation of
a biocidal product and the evaluation of a low-fs&cidal product in conjunction with the
Ministry of Health Service of the Slovak Republibefeinafter “the Ministry of Health
Service”), as regards the protection of the enwirent, it shall do the same in conjunction
with the Ministry of the Environment of the SlovRlepublic (hereinafter “the Ministry of the
Environment”), as regards the protection of animalg€onjunction with the Ministry of Land
Management of the Slovak Republic (hereinafter ‘thaistry of Land Management”), and
as regards the effects of biocidal products, injuetion with independent natural persons
19) or legal persons authorised to engage in bssiaetivities 19).

(3) Having examined information obtained from #naluation of a biocidal product and
from the evaluation of a low-risk biocidal produtite ministries referred to in paragraph 2
shall make a position in writing of such informatito the Centre. In considering effects of
a biocidal product or of a low-risk biocidal produthe ministries referred to in paragraph 2
shall evaluate their effects

a) on human health,

b) on animals

) on the environment,
d) on target organisms.

(4) With reference to written positions to be obe& from the ministries referred to in
paragraph 2, the Centre shall prepare a final atialu of a biocidal product or that of a low-
risk biocidal product, stating therein their actiomder normal conditions of their use and
under the worst case conditions of their useutiolg their storage, disposal and disposal of
material treated with them.

(5) The ministries referred to in paragraph 2 shatify the Centre of their respective
positions in writing, no later than within 90 days,case of evaluation of a biocidal product,
and no later than within 30 days, in case of almk-biocidal product, of the date on which
they have received the Centre’s request to as$bsdseof biocidal products on target
organisms and the impact they may have on humaminthl health and the environment.

(6) Procedure and principles relating to the assess of biocidal products and low-risk

biocidal products and specific activities of indival central authorities of the state
administration within the framework of assessmdriiocidal products and low-risk biocidal

products and assessment of active substances@utdéor biocidal products shall be specified
in detail by generally binding regulations to bgued by the Ministry of Economy.

Authorisation of a biocidal product
or registration of a low-risk biocidal product

Article 7



(1) Having ascertained that the applicant has stiédhia full and true dossier and having
completed the evaluation of a biocidal product badow-risk biocidal product, the Centre
shall neither authorise nor register such produdgss

a) active substances contained therein are includdidts, with the exception of the list of
basic substances,

b) in the light of current scientific and technid¢adowledge and from the evaluation of the
dossier pursuant to Article 4 paras 3, 4 and § ghown, that under given conditions of use,
a biocidal product or a low-risk biocidal produadahe material treated with them

1. is sufficiently effective,

2. when used as proposed, presents no unacceptédies on target organisms or non-target
organisms, such as resistence or cross-resistena unnecessary suffering or pain for
vertebrate animals,

3. when used as proposed, either itself, or asudtref its residues, causes no harmful effects
to human and animal health,

4. with regard to its fate and distribution in #@vironment, either itself, or as a result of its
residues, causes no harmful effects to the envieoinin particular as regards contamination
of surface water, ground water and drinking water,

c) it is possible to identify and determine by Ilgtieal methods the active substances present
in a biocidal product, or in a low-risk biocidalgoluct, and if necessary, all toxicologically
and ecotoxicologically significant impurities, stdrsces of concern, co-formulants, residues
of significance, by their effect on human and aniimgalth and the environment, resulting
from their authorised use,

d) testing results of an active substance preserd biocidal product, or in an low-risk
biocidal product, and its physical and chemicalppgrties are deemed acceptable for the
purposes of authorised use, storage and transipihiese products.

(2) In its decision on authorisation for a biocigabduct or in its decision on registration of
a low-risk biocidal product under paragraph 1, @entre shall stipulate conditions under
which these may be placed on the market.

(3) An authorised biocidal product, classified adoag to a specific statutory regulation 9) as
toxic, very toxic, or as a category 1 or 2 carcegmmgor as a category 1 or 2 mutagen, or
classified as toxic for reproduction category 12pmay not be placed on the market for the
needs of retail consumers 20).

(4) Where provisions of legally binding Acts of teeropean Communities and the European
Union impose conditions for the issue of an autfadion for a biocidal product and for the

use of a biocidal product, in particular where ¢hese intended to protect the health of
distributors, users, workers and consumers or dnr@alth or the environment, the Centre
shall authorise the relevant biocidal product, fifidavhen conditions set out within the

framework of measures taken by competent authsrifeehe European Union are complied

with.



(5) The Centre shall not authorise a biocidal pobdar register a low-risk biocidal product
unless it has received in accordance with Articke dnsenting position in writing from the
Ministry of Health Service, Ministry of the Envirorent and from the Ministry of Land
Management.

(6) The Centre shall decide on the authorisationafbiocidal product no later than within
360 days of the receipt of the application. In cafa low-risk biocidal product, the Centre
shall decide on registration no later than withinddys of the receipt of the application.

(7) An authorisation for a biocidal product or gistration of a low-risk biocidal product
shall not be transferred to another company andl stvd be subject to bankruptcy or
execution proceedings.

(8) The Centre shall authorise a biocidal productemister a low-risk bocidal product for

a period not exceeding the period over which thevent active substance remains included
in the lists, with the exception of the list of i@etsubstances. The period may not exceed 10
years from the date of first or renewed inclussdan active substance in the lists referred to
for each product type in the first sentence.

(9) Where the applicant requires of the Centre ¢temnine the frame formulation for
a biocidal product or alow-risk biocidal produdt its decision on authorisation for
a biocidal product, or in its decision on registmatof a low-risk biocidal product, the Centre
shall determine the relevant frame formulation. idclal product or a low-risk biocidal
product with the same frame formulation must canthe same active substances, having the
same properties, and may vary in composition fremaathorised biocidal product, or from
a registered low-risk biocidal product within tlggoup only where and to the extent, it does
not lead to a decrease in its efficacy, or to amease in risks associated with presence of
respective components; a variation from composittbran authorised biocidal product, or
from that of aregistered low-risk biocidal protumay include only a reduction in the
percentage composition of an active substance, am alternation in the percentage
composition of one or more active substances, anif® replacement of one or more
pigments, dyes and perfumes by others presertmgdme or lower risk and which do not
decrease its efficacy.

10) The Centre shall maintain, both in writing amelectronic form, and publish a register of
authorisations issued for biocidal products andgaster of registrations issued for low-risk
biocidal products.

(11) The holder of an authorisation or a registratinder paragraph 6, shall communicate to
the Centre, without delay and as soon as it becdmewn to him, any new information
concerning a biocidal product or a low-risk bio¢igeoduct, susceptible to be of consequence
with respect to decisions on authorisations issieeddiocidal products or to decisions on
registrations issued for low-risk biocidal prodydtss concerns in particular

a) changes in the composition of the product,

b) new knowledge with regard to effects of an actbubstance present in the product on
human and animal health or the environment.



c) changes in the content and kinds of impuritiesctsformulants,
d) changes in the concentration of residues,

e) development of resistence in target organisms

f) other significant changes, such as method okagiag, or

g) changes concerning the manufacturer of an astifsstance.

(12) The Centre shall communicate information urmhmagraph 11 to competent authorities
of other Member States which either authorise ai& product or register a low-risk
biocidal product, and to the European Commissiartidle 17 para 1).

Article 8

(1) The companies wishing to place on the markieibeidal product containing an active
substance which is not included in the list ofwesubstances included in a specific statutory
regulation 20a) shall be under obligation to comivate to the Centre, prior to his placing on
the market of such product, information referredrntdArticle 4 paras 2, 3 and 5, and make
a statement to the effect that the relevant acivestance is intended for use as an active
substance in a biocidal product or in a low-ris&dilal product and prove that the relevant
active substance will be classified, packaged aflled in accordance with a specific
statutory regulation 21).

(2) Before granting permission for placing a bi@tigroduct on the market, the Centre shall
ask for positions pursuant to Article 7 para 5 amdhe same time, having first submitted
a summary of dossiers from companies, it shallfaskositions from competent authorities
of respective countries which are contracting partto the European Economic Area
Agreement and from the European Commission.

(3) The Centre shall not permit placing a biocigadduct pursuant to paragraph 1 on the
market, unless the ministries forward a consenpogjtion in accordance with Article 6 and
provided no competent authority of a country whishcontracting party to the European
Economic Area Agreement raises objections to thansary of dossiers submitted by the
Centre. Where a competent authority of a countricivis contracting party to the European
Economic Area Agreement raises objections to tinensary of dossiers submitted on account
that it is impossible to come to a conclusion that active substance satisfies requirements
under Article 13 and that the biocidal product ctiegpwith conditions under Article 7 para 1
c) and d), and where the European Commission, gactinthe proposal from the Centre,
concludes that the active substance, intended derim a biocidal product, does not satisfy
requirements referred to in Article 13, the Cestnall not permit placing the relevant biocidal
product on the market.

(4) Where the European Commission concludes tieaai¢kive substance in a biocidal product
pursuant to Article 1 satisfies requirements unkhticle 13 and the biocidal product complies
with conditions under Article 7 para 1 c) and tg Centre shall permit placing the relevant
biocidal product on the market.



(5) The Centre shall apply to the European Comuisgo enter in the lists the active
substance which is present in the biocidal produatcordance with paragraphs 3 and 4.

(6) Information pursuant to paragraph 1 may be stibdlikewise by companies having their
place of abode, registered office, place of busimesagent in the territory of a third state, in
so far as these satisfy conditions set out in aipstatutory regulation 21) and in this Act.

(7) The period for which a permission for placingiacidal product pursuant to paragraph 1
on the market is granted, may not exceed threesyehis periodor may be extended for

a period of one year where over the period of thmeeeding years the evaluation of active
substances, satisfying requirements for inclusiotihé lists has not been completed, provided
the active substance complies with conditions uddgcle 13.

Article 9

(1) The Centre shall authorise a biocidal prodoctregister a low-risk biocidal product for
a period of 120 days, provided it is necessary limieate the danger of epidemics or
excessive multiplication of harmful organisms aricuses which cannot be contained by
some other means, and the active substancesrmntherein have not as yet been included
in the lists pursuant to Article 3 para 5, whilergaying with procedure pursuant to Articles
12 and 13. The Centre shall grant to the applicantauthorisation for a biocidal product, or
a registration for a low-risk biocidal product wotlit delay, upon receipt of the application for
an authorisation of a biocidal product, or uporenecof a registration for an low-risk biocidal
product; time limits laid down in Article 7 parasBall not apply to these proceedings.

(2) The Centre shall without delay inform competenthorities of countries which are
contracting parties to the European Economic Argee@ment and the European Commission
of proceedings pursuant to paragraph 1 as welf asagons for which a biocidal product has
been authorised or a low-risk biocidal product stggied. Should the European Commission
require so, the Center shall either modify or careme authorisation for a biocidal product, or
a registration of a low- risk biocidal product.

Article 10

Authorisation for a biocidal product
or registration of a low-risk biocidal product
based on mutual recognition

(1) The Centre shall grant an authorisation foiogidal product, which has already been
authorised in another Member State, following apliaption made by the applicant having
his place of abode, registered office, place ofrimss or agent in a Member State, within 120
days of the application being received. The Cesltal register a low- risk biocidal product
within 60 days of the application being receivennd limits laid down in the first and second
sentences shall be binding on the Centre provideddlevant active substances are included
in the lists, with the exception of the list of masubstances, while conforming to conditions
set out therein.

(2) Pursuant to paragraph 1, applications musudelcertified copies of authorisations or
registrations issued by the competent state atyhovhich has taken a decision in respect of
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the first authorisation of a biocidal product, nrrespect of the first registration of a low-risk
biocidal product.

(3) Should the Centre establish that conditionstifier placing on the market of a biocidal
product or of a low-risk biocidal product in théo®k Republic, as a result of climate or
breeding period of target organisms, substantidiffer from those in the state where
such biocidal product has been authorised for tiet fime or where a low-risk biocidal
product has been registered for the first timef r is demonstrated that the target organism
has developed an unacceptable tolerance and taresisto it, the Centre shall adjust
conditions relating to labelling set out in Artic®® para 1 e), f), g), k) and 1) 2. which are
stated in an authorisation for a biocidal productiro a registration of a low-risk biocidal
product.

(4) Where the Centre after considering an appboapursuant to paragraph 1 decides that
a biocidal product or alow-risk biocidal producbes not satisfy conditions pursuant to
Article 7 para 1 and that an authorisation for@cldal prduct or a registration of a low-risk
biocidal product must be either refused or residctthe Centre shall not authorise
such biocidal product, or shall not register sumsi+tisk biocidal product, informing thereof
without delay competent authorities of countriesollare contracting parties to the European
Economic Area Agreement and the European Commission

(5) Where the Centre after considering an appboagiursuant to paragraph 1 concludes that
a low- risk biocidal product is not in complianegh Article 2 d), it shall not register such
low-risk biocidal product, consulting the mattertiwithe competent authority of the country
which is contracting party to the European EconoArnea Agreement, which has registered
the low-risk biocidal product for the first time.nléss an agreement is reached within 90
days, the Centre shall refer the matter at issubadcuropean Commission. If the competent
authority of the European Union concludes thatréievant biocidal product is in compliance
with Article 2 d), the Centre shall register thevidsk biocidal product in question.

(6) The Centre need not accept applications putstamparagraph 1 in case of biocidal

product types 15, 17 and 23 set out in the Annewlere their use may pose a threat to
animal health. It shall forward its position togethwith justification to the competent

authorities of countries which are contracting ieartto the European Economic Area
Agreement and the European Commission.

(7) Before authorising a biocidal product or registg a low-risk biocidal product pursuant to
paragraph 1, or when proceeding in accordance wdhagraphs 3 to 6, the Center shall ask
for positions pursuant to Article 7 para 5. The Miry of Health Service, Ministry of the
Environment and the Ministry of Land Managementidioaward their positions in writing to
the Centre withing 60 days and in case of a low-b®cidal product within 30 days of the
request being received. The Centre shall not aistharbiocidal product, or register or a low-
risk biocidal product, unless it receives consenioositions from the said ministries with
regard to such authorisation or registration. Whtre Ministry of Health Service, the
Ministry of the Environment and the Ministry of hé Management fail to forward their
positions in writing within 10 days following thené& of the time limit fixed for
communication of their positions the Centre sha#m them consenting.

(8) The Centre may ask the Ministries referrechtparagraph 7 to agree to the evaluation of
a biocidal product or low-risk biocidal product be performed either by the Competent
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Authority of another European Union Member Statdwthat of a country which is party to
the European Economic Area Agreement. If the saiudifies fail to respond to such request
within 10 days of its receipt, the Centre shall agker the Competent Authority of another
European Union Member State or that of the coumthich is party to the European
Economic Area Agreement to perform the evaluatibra diocidal product or a low-risk
biocidal product; in this case provisions of paggdr 7 shall not apply.

Article 11

Modification and cancellation of an authorisation
for a biocidal product or modification and cancelldgion of a registration
of a low-risk biocidal product

(1) The Centre may modify an authorisation for @cldal product, or a registration of a low-
risk biocidal product

a) on the basis of information notified pursuanfttcle 7 para 11,

b) in the light of new developments in scientifind technical knowledge or as a result of
new requirements relating to the protection ofeheironment, or

c) if this is reasonably required by a company, chhwas granted an authorisation for
a biocidal product, or a registration of a low-rtskcidal product and provided authorisations
and registrations modified in this way comply withnditions laid down in Article 7 para 1.

(2) Where a modification of an authorisation fobiacidal product or a modification of
a registration of a low-risk biocidal product conmt® the extension of their uses, the
modification shall be implemented in compliancehwaipecific conditions applicable to the
active substance included in the list of activessaihces, satisfying requirements for inclusion
in the list of biocidal products, or in lists, withe exception of the list of basic substances.

(3) Where a modification of an authorisation fobiacidal product or a modification of

a registration of a low-risk biocidal product indes a change to specific conditions, laid
down for the active substance pursuant to parag@pthe Centre shall implement such
modification only after the reappraisal of the @etsubstance pursuant to Article 12.

(4) The Centre shall cancel an authorisation foioaidal product or a registration for a low-
risk biocidal product, provided

a) the active substance is no longer includedenigits pursuant to Article 3 para 5,
b) one of the conditions laid down in Article 7 adr c) to e) has not been fulfilled,

c) an analysis of a biocidal product or of a loskribiocidal product reveals that their
properties do not conform to those stated in trssiéo pursuant to Article 4,

d) it is discovered that false or misleading paittics were supplied concerning the facts on

the basis of which an athorisation for a biocidaduct or a registration of a low-risk biocidal
product were granted, or

12



e) the company that was granted either an authiomstor a biocidal product or a registration
of a low-risk biocidal product, requests so.

(5) When cancelling an authorisation for a biocigabduct or a registration of a low-risk
biocidal product, the Centre shall set a deadlimete disposal, storage, marketing or use of
existing stocks of such product and for the handiagk of the cancelled authorisation for
a biocidal product or of the cancelled registnatof a low-risk biocidal product. The same
procedure shall apply to termination of an autladiis for a biocidal product or to that of
a registration of a low-risk biocidal product, iEampany requests so.

(6) In accordance with procedures laid down in geaphs 1 or 4, the Centre shall require
from the company, which was granted an authorisdtioa biocidal product or a registration
of a low-risk biocidal product, as well as from th@mpetent ministries pursuant to Article 7
para 5, to forward their respective positions. Thepany that was granted an authorisation
for a biocidal product, or a registration of a losk biocidal product, and the competent
ministries shall forward their positions to the @enn writing within 30 days of the request
being received. The Centre shall not modify a degisn authorisation for a biocidal product
or a decision on registration of a low-risk biodigeoduct pursuant to paragraph 1 unless it
has received consenting positions from the mimstnvith regard to modification of an
authorisation for a biocidal product or to a regigon of a low-risk biocidal product, while
taking into account the holders position.

(7) The Centre shall communicate its cancellation nmodification of a decision on
authorisation for a biocidal product or of its celtation or modification of a decision on
registration of a low-risk biocidal product, as s the reasons for this

a) to the company that was granted such authaisati registration,

b) to the Slovak Trade Inspection,

c) to customs authorities,

d) to competent authorities of countries which amtracting parties to the European
Economic Area Agreement and the European Commission

(8) An appeal by a company against a decisiomtéiethe Centre in respect of cancellation
or modification of an authorisation for a biocidgaloduct or in respect of cancellation and
modification of a registration of a low-risk bioaldproduct shall not result in any dilatory
effect.
Article 12

Procedure for inclusion of active substances in thists
(1) The manufacturer or the importer of an actiestance who applied to the Centre for the
inclusion of an active substance in the lists pam$uo Article 3 para 5 (hereinafter “the
applicant”) shall be under obligation to supply endonditions pursuant to Article 4

a) basic and additional information on an activiestance,
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b) basic information on at least one biocidal paidar one low-risk biocidal product
cotaining the active substance, whose inclusidherlist is required.

(2) The Centre may require from the applicant thatases referred to in paragraph 1 b), in
addition to basic information, he should supply iddal physical and chemical,
toxicological and ecotoxicological data, if it beaessary to evaluate a biocidal product as
regards the nature of active substances, biocidalyst type or low-risk biocidal product
type, method of use and expected exposure of hynaaitmals and the environment to the
active substance contained therein.

(3) The Centre shall consider whether or not thpliegnt has supplied a full dossier.
Provided the dossier is complete and true, ther€eshtall forward a summary of the dossier
to the other Member States and to the European Gssiun. Provided the dossier is
complete and duly executed, the Centre shall contatenthe applicant that it accepts for the
dossier to be forwarded to the other Member Statelsthe European Commission. In doing
this, it may ask the European Commission that dibgsier be evaluated by the competent
authority of another Member State within the tinegipd of 10 months of the request being
received from the European Commission.

(4) Provided the Centre does not ask the Europeann@ssion that the evaluation be carried
out by another competent authoritiy of a countryiohhhs contracting party to the European
Economic Area Agreement, it shall evaluate the idostself pursuant to Article 6 no later
than within 12 months of its receipt. A copy of #naluation, together with the proposal as
to whether the relevant active substance shouldhould not be included in the lists shall be
sent by the Centre to the applicant, competent catits of the countries which are
contracting parties to the European Economic Aregre@ment and to the European
Commission.

(5) The Centre shall suspend evaluation of thesidossubmitted and require from the
applicant to supply additional information in casdecomes apparent such information is
necessary to complete the evaluation of the reteative substance. The period between the
suspension of evaluation of the dossier submittetithe receipt of information required shall
not be included in the time limit pursuant to paegpdy 4. The Centre shall inform the
competent authorities of countries which are catitng parties to the European Economic
Area Agreement and the European Commission on whiclinds the evaluation of the
dossier submitted has been suspended.

(6) Paragraph repealed as from 1. February 2006.
(7) Paragraph repealed as from 1. February 2006.
Article 13
Recommendation for the inclusion of an active subahces in the lists
(1) The Centre shall recommend the European Cononisbased on current scientific and
technical knowledge, to include an active substandbe lists for a period not exceeding 10

years, provided it can be supposed that biocidatlyts or low-risk biocidal products in
which the active substance is present, fulfil taguirements under Article 7 para 1 c) to e).
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(2) The recommendation for inclusion of an activdbstance in the lists can be made
conditional on

a) requirements on the minimum degree of puritthefactive substance,

b) determination of the maximum content of certampurities,

c) determination of the type of biocidal producteséin the active substance may be used,
d) determination of the manner and area of use,

e) designation of the category of users,

f) determination of the acceptable operator expoiwel,

g) determination of the acceptable daily intake aichaximum residue limit,

h) determination of the fate and behavior of thivacsubstance in the environment and of its
impact on animals,

i) determination of other particular conditions uking from the evaluation of the dossier
submitted.

(3) The Centre shall not recommend the Europeanmniesion to include in the lists any
active substance which is classified as carcinamgemutagenic, toxic for reproduction or
sensitising or as bioaccumulative and not readiédgradable. A carcinogenic substance, a
mutagenic substance, a substance toxic for reptioicor a sensitising substance, or
a substance which is bioccumulative or does natilkedegrade may be included in the list
referred to in the first sentence only with refeerno the concentration ranges 8) within
which the substance can be used.

(4) Recommendations for the inclusion of an actsubstance in the lists pursuant to
paragraph 1 shall be limited to the types of biatidroducts stated in Annex 1 for which
a dossier has been submitted in accordance withlé\d2 para 1 b).

(5) The inclusion of an active substance in thtslpursuant to paragraph 1 may be renewed
on one or more occasions for periods not exceebingears. The initial inclusion, as well as
any renewed inclusion, may be reviewed at any tipreyided either the Centre or the
European Commission acquires information indigatimat any of the conditions laid down
in paragraphs 1 to 3 are no longer satisfied.

(6) The Centre shal either not apply for an acsubstance to be included in the lists
pursuant to paragraph 1 or shall cancel its deatisio inclusion in the lists referred to in
paragraph 1 if

a) the evaluation carried out in accordance wittichkr 12 para 4 shows that under normal

conditions under which it may be used, a biocidaldpct containing the active substance
may pose a risk to human and animal health angetemtvironment, or
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b) there is another active substance in the lisith the exception of the list of basic
substances, which presents a significantly lowsk than the original substance to human
and animal health or the environment.

(7) The Centre shall not recommend the inclusioarofctive substance in the lists pursuant
to paragraph 1, if an alternative substance ortanbss pursuant to paragraph 6 have already
been included in the lists and these present ainoit lesser effect on the target organism
without significant economic and practical disadeges for the user and without an
increased risk to human and animal health andrkieament. This decision shall be sent by
the Centre to competent authorities of countrieglwhre contracting parties to the European
Economic Area Agreement and to the European Conniss

(8) To apply procedure under paragraphs 6 ande#ollowing conditions must be observed:

a) the chemical diversity of active substances lshba adequate to minimise occurance of
resistence in the target organism,

b) these procedures shall apply only to the adivestances present in a biocidal product or
in a low- risk biocidal product of the same type,

c) the level of risk to human and animal healtht@the environment  under the normal
conditions of use of an active substance, whiatitiger refused for entry or removed from a
list, shall be significantly higher,

d) it will be possible to acquire experience forge un practice, if it is not already available.
Article 14
Research and development

(1) A biocidal product or a low-risk biocidal procty unauthorised or unregistered by the
Centre, and an active substance, not complying reglairements laid down in Article 8 paras

1 and 2, may be introduced on the market for thhpgaes of research and development and
the conduct of tests and experiments 22), whichneeessary with respect to making an
application pursuant to Article 12.

(2) The companies conducting research and develoipfoe the purposes of making an
application pursuant to Articles 4 and 12, or #fisation pursuant to Article 8 shall be under
obligation to maintain for the whole period durimgich tests and experiments are conducted,
as well as for the period of 15 years followingitfe®mmpletion, records of a biocidal product
or of a low-risk biocidal product, or of the actisebstance present therein, including

a) their identity and identity of the active sulbsta,

b) information concerning labelling and quantitegpplied, names and adresses of companies
that received a biocidal product or a low risk It product or the active substance,

c) all available data on possible effects of a ibiacproduct or of a low-risk biocidal product
or of the active substance on human and animdthhela impact on the environment.
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(3) If requested so by the Centre, the companieslwtting research and development shall
supply to the Centre without delay records purstaparagraph 2.

(4) The companies carrying out research and demeap shall be under obligation to notify
to the Centre the data referred to in paragrapbggther with information on the completion
of research and development in respect of a bibpidaluct or a low-risk biocidal product or
an active substance and on any transfer of propighis thereto.

(5) Where the tests and experiments may resultrébease into the environment of a biocidal
product or of a low-risk biocidal product or of aative substance, the company carrying out
research and development, or intending to undertists and experiments, must apply the
Centre for an authorisation to carry out thesestastl experiments and submit data necessary
for the evaluation of the application, and impositof conditions in order to reduce to an
acceptable level adverse influence such tests expriments that may have on the
environment.

(6) The Centre may either prohibit to carry outstdeand experiments or impose certain
restrictions on them, if it discovers they presamisk to human and animal health and the
environment; appeals against such prohibition ststend experiments shall result in no
dilatory effects.

(7) Before deciding on the possibility of undertakitests and experiments pursuant to
paragraph 5 and prior to taking a decision purstaugaragraph 6, the Centre shall ask for
positions in writing from the Ministry of Health Géce, Ministry of the Environment and the
Ministry of Land Management. The said ministriealsforward to the Centre in writing their
positions concerning the possible conduct of tasts experiments pursuant to paragraph 5
and procedure pursuant to paragraph 6 within 3@ dd the request being received. The
Centre shall not authorise the tests or experimemder paragraph 5 unless the positions sent
by the ministries are consenting.

Article 15
Confidentiality
(1) The applicant pursuant to Articles 4 and 12 #mel companies making a notification
pursuant to Article 8 may indicate to the Centraclhinformation contained in the dossier
should not be disclosed to third persons, and afiplthe Centre in writing to treat such

information as confidential 23).

(2) The Centre shall take a decision in respectonfidentiality of information on the basis
of applications made in accordance with paragfapgbonfidentiality shall not apply to:

a) information referred to in Article 4 para 2 aga),

b) names and concentrations of active substanesgprrin a biocidal product or in alow-risk
biocidal product, and to names of biocidal prodwstd low-risk biocidal products,

c) names of substances present in a biocidal ptamtuin a low-risk biocidal product which
are regarded as dangerous and contribute todlsifitation of the product,
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d) physical and chemical data concerning a biogdadiuct or a low-risk biocidal product or
an active substance, to the exclusion of identifica numbers, chemical formulae and
chemical terms of other substances containedithsach as those set out under b) and c),

e) methods of rendering a biocidal product or a-tmk biocidal product or an active
substance and their packaging harmless,

f) a summary of the results of tests to establishcive substance’s or a biocidal product’s or
a low-risk biocidal product’s efficacy and effeotshumans, animals and the environment,

g) precautions to reduce dangers from handling;agy transport and use of a biocidal
product, or a low-risk biocidal product or an aetasubstance,

h) safety data sheets,
i) methods of analysis,

j) procedures to be followed and measures to bentakn case of spillage or leakage of
a biocidal product or a low-risk biocidal productam active substance,

k) first aid and medical advice to be given in cakmjury to persons using a biocidal product
or a low-risk biocidal propduct or an active subst&

(3) Confidential information may be disclosed otdy

a) persons evaluating a biocidal product or a lsk-biocidal product or an active substance
(Article 6 para 2),

b) the Toxicological and Information Centre of t@dinic of Occupational Medicine and
Toxicology,

c¢) customs authorities and the Slovak Trade Ingpect

d) the competent authorities of countries which eoatracting parties to the European
Economic Area Agreement and the European Commission

(4) Persons referred to in paragraph 3 may noiatiscor make accessible to other persons
information, indicated by the applicant or the camigs as confidential pursuant to
paragraph 1.

(5) Where the applicant or the companies themseivake public previously condifential
information they must inform the Centre thereof.

Article 16

Provision of information to the second applicant
and to subsequent applicants

(1) The Centre shall not use information suppligdah applicant (Articles 4 and 12) or by
a company (Article 8) for the benefit of anotherplgant unless these persons have
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submitted the first applicant’'s or company’s eagrent in writing allowing to use such
information.

(2) Without an agreement in writing from the fiegiplicant or company, the Centre shall not
use for the benefit of another applicant or company information

a) concerning an active substance which was naepteon the market before the 14 May
2000 and is included in the list of active substansatisfying requirements for inclusion in

the list of biocidal products, or in the lists, ithe exception of the list of basic substances
for a period of less than 15 years since its érgty on the lists,

b) concerning an active substance which was naepiteon the market before 14 May 2000

1. for a period, as laid down by a specific statutegulation 24) applicable to confidentiality
of information on active substances, and by 14 RI&i0 at the latest,

2. for a period of 10 years since the first enthyan active substance in the lists, with the
exception of the list of basic substances,

c) concerning a biocidal product which was not erén the market before 14 May 2000
and was authorised or registered less than 10 ggars

d) concerning a biocidal product which was not préon the market before 14 May 2000
and contains one or more identified active substanc

1. for a period, as laid down by a specific statutegulation 24), and by 14 May 2000 at the
latest,

2. for a period of 10 years since the first entfyan active substabce present in a biocidal
product in the lists, with the exception of the b§basic substances,

€) concerning existing active substances notifiecbasic substances, for the purposes of
modification of an authorisation or registrationder Article 11, or renewal of the entry or
modification of requirements for entry of an actauéstance in the list pursuant to Article 13,
if renewed less than 5 years ago; this is withoejuglice to the obligation of complying with
time limits laid down under a) to d).

Article 17
Information exchange
(1) Within 30 days from the end of each quarter@eatre shall inform other Member States
and the European Commission of all biocidal prosiwstlow-risk biocidal products, which
have been either authorised or registered or wheth their authorisation or registration

refused, cancelled, modified or renewed, indicating

a) name and address of the company that was grantadthorisation for a biocidal product,
or a registration of a low-risk biocidal product,

b) name of the biocidal product or the low-riskdiital product,
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c) name and amount of active substances and damgysubstances present in a biocidal
product or in a low-risk biocidal product, and dlifisation thereof,

d) type of biocidal product or low-risk biocidalgatuct, and use or uses for which they are
authorised or registered,

e) type of formulation for a biocidal product otosv-risk biocidal product (powders, liquid
concentrates, granules, etc.),

f) determined limits on residues,

g) conditions of an authorisation for a biocidabguct or of a registration of a low-risk
biocidal product, and where relevant, reasons fthreir restricted use, modification or
cancellation,

h) indication as to whether the product is a spegipe of biocidal product or low-risk
biocidal product or whithin frame formulation.

(2) On an annual basis, the Centre shall draw ligi af published decisions on authorisation
for biocidal products and a list of published dewis on registration of low-risk biocidal
products in the territory of the Slovak Republicdashall communicate those lists to the
competent authorities of countries which are catitng parties to the European Economic
Area Agreement and the European Commission.

(3) Provided the Centre receives a summary of tiséeds in accordance with Article 8 para 3
or Article 12 para 3 and comes to the conclusiat the dossiers are incomplete or untrue, it
shall notify this fact without delay to the compsteauthority of the country which is
contracting party to the European Economic Areaelgrent, responsible for the evaluation
of the dossiers and to the competent authoritiestleér Member States and the European
Commission.
PART THREE
CLASSIFICATION, PACKAGING, LABELLING
AND NOTIFICATION OF POISONING AND
INSPECTION RESULTS
Article 18
Classification

Biocidal products and low-risk biocidal productsigfhdo not contain microorgamisms as an
active substance, shall be classified in accordaittea specific statutory regulation 9).

Article 19

Packaging
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Biocidal products and low-risk biocidal productsabhbe packaged in accordance with a
specific statutory regulation 25).

Article 20

Labelling
(1) Packaging of biocidal products and low-risk diifal products shall be labelled in
accordance with a specific statutory regulation; 26 label must show clearly, legibly,
indelibly and in the official language 14) the tdling:
a) the identity of every active substance andatsentration in metric units 26),
b) the authorisation number, registration number notification number under which
a biocidal product has been authorised, a low-pisicidal product registered or a biocidal

product notified,

c) the type of biocidal product or low-risk biocidaroduct (water dispersible powder,
emulsifiable concentrate, granulate, etc.),

d) the uses for which a biocidal product has baghaaised or a low-risk biocidal product
registered (wood preservative, disinfectant, etc.),

e) directions for use and the dose rate, expraaseeétric units, for each use,
f) side effects (direct or indirect),
g) first aid instructions,

h) if the biocidal product or the low-risk biocidptoduct is accompanied by a leaflet, the
sentence “Read attached instructions before use”,

i) directions for safe disposal of a biocidal protdar a low-risk biocidal product, and of their
packagings, where relevant, any prohibition oneeafgpackaging,

j) biocidal product or low-risk biocidal producttisa number or designation, and the expiry
date relevant to normal conditions of storage,

k) period of time needed for the biocidal effectl an
l) other information, if needed due to the prodsigifoperties and uses, in particular
1. categories of users, for professional use andwuer use,

2. information on any specific danger to the envinent in case of animals, and measures to
be taken to avoid contamination of water,

3. information necessary with respect to protectbmorkers from risks related to exposure
to microorganisms at work, in case of biocidal pr@td containing microorganisms.
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(2) Information referred to in para 1 c), e), }),j), k) and I) 2. may be indicated not only on
the packaging but likewise on leaflets to be trattschto every buyer.

(3) The packaging of biocidal products and accorypanleaflets shall not carry indications
“low-risk product”, “non-toxic”, “harmless”, “harnglss to the environment”, or any similar
indications to the effect that a biocidal prodisatot dangerous.

(4) Where biocidal products such as rodenticidescides, molluscicides, insecticides,
acaricides and other preparations intended forrabaot other arthropods are at the same time
subject to classification, packaging and labelling accordnace with a specific statutory
regulation 27), they may be packaged and labetiextcordance with such specific regulation
in so far as this does not conflict with conditioapplying to authorisation of biocidal
products or registration of low-risk biocidal pradsiaccording to this Act.

(5) The obligation to label the packaging in théomdl language 13) shall not exclude the
possibility of simultaneous labelling in other larages.

Article 21
Promotion and Advertising

(1) When advertising 28) a biocidal product or wa-ask biocidal product, the companies
must indicate the sentence “Use biocides safelywasé read the label and product
information before use”. In relation to the whotivartisement, the sentences shall be clearly
distinguishable by size and character shape. Tt Wtbiocides” may be replaced with
a more specific description, such as “wood presemsl, “disinfectants”, “anti-fouling
products”, etc.

(2) The advertising materials shall not mentionoinfation: “low-risk biocidal product”,
“non-toxic”, “harmless”, “harmless to the environnte and shall not mislead 29) the
potential user.

Article 22
Notification of poisoning and notification of inspetions

(1) Notification of poisoning caused by biocidabgucts or low-risk biocidal products or
active substances shall be carried out in accoedasith a specific statutory regulation 30).

(2) Every year by 31 August, the Ministry of Inte of the Slovak Republic, Ministry of
Defence of the Slovak Republic and Ministry of Tspart, Posts and Telecommunications of
the Slovak Republic shall forward to the Ministriytbealth Serivce of the Slovak Republic
reports of cases of poisoning caused by biocidadyxets or low-risk biocidal products.

(3) Every year by 30 September, the Ministry of le&ervice shall forward to the Centre
a summary report on the cases of poisoning camséibcidal products and low-risk biocidal
products. The reports received shall be incorpdratéo the summary report pursuant to
paragraph 2.
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(4) Every year by 30 September, the Slovak Tradgpdation shall forward to the Centre
areport on breaches of obligations in connecti@h the placing on the market of biocidal
products or low-risk biocidal products it may diser.
(5) From the date the Treaty on accession of tlwaRl Republic to the European Union
comes into force, every three years by 30 NoventherCentre shall forward to the European
Commission a summary report on compliance with Ausand on cases of poisoning caused
by biocidal products and low-risk biocidal prducts.

PART FOUR

STATE ADMINISTRATION
AND IMPOSITION OF SANCTIONS

Article 23
State Administration

State administration in the field of the placememthe market of biocidal products and low-
risk biocidal products shall be executed by:

a) Ministry of Health Service,
b) Ministry of the Environment,
¢) Ministry of Land Management,
d) Ministry of Economy,
e) Slovak Trade Inspection,
f) customs authorities,
g) the Centre.
Article 24

Ministry of Health Service
The Ministry of Health Service
a) shall communicate to the Centre its positionréspect of authorisations for biocidal
products and registrations of low-risk biocidal guots as regards protection of human and

animal health,

b) shall communicate to the Centre its positiorréapect of the evaluation of efficacy of
human hygiene biocidal products and disinfectants,

¢) shall maintain records of cases of poisoningseduby biocidal products and low-risk
biocidal products and
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d) shall communicate to the Centre its positions@gordance with Article 6 para 5 and
Article 10 para 7.

Article 25
Ministry of the Environment

The Ministry of the Environment shall communicaighie Centre its position in respect of
a) authorisations for biocidal products or registres of low-risk biocidal products,
b) proceedings undertaken by the Centre pursuahttice 6 para 5 and Article 10 para 7,
as regards protection of the environment.

Article 26

Ministry of Land Management

The Ministry of Land Management shall communicatéhe Centre its position in respect of
a) authorisations for biocidal products or registres of low-risk biocidal products,
b) proceedings undertaken by the Centre pursuahtticle 6 para 5 and Article 10 para 7,
as regards protection of animals.

Article 27

Ministry of Economy

The Ministry of Economy

a) shall manage state administration in the fidldhe placement on the market of biocidal
products or low-risk biocidal products,

b) shall be an appeals authority in the mattergddeloon by the Centre.
Article 28
Slovak Trade Inspection

The Slovak Trade Inspection shall be an inspediigathority in accordnace with a specific
statutory regulation 31). In making inspections $t@vak Trade Inspection

a) shall supervise compliance with provisions @ #hct by companies,

b) shall impose penalties in connection with adsetmtive offences under this Act,
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c) may impose, in conjunction with the Centre [&l&i 30 h)], on companies that have placed
on the market a biocidal product or a low-risk lat prodduct contrary to this Act either to
withdraw at their own costs the biocidal productlow-risk biocidal product or active
substance from the market or render them harnolepsoceed in accordance with Article 11
para 5,

d) may itself proceed pursuant to c), and at thetscto be covered by whoever may have
committed irregularities, where there is an imragglrisk posed to human and animal health
and the environment,

e) shall inform its superior bodies, the Centrd eampanies of the experience it may acquire
from inspections,

f) every year by 30 September it shall forward ke tCentre areport on breaches of
obligations connected with the placing on the mire biocidal products and low-risk
biocidal prducts, it may discover.

Article 29
Customs Authorities

The customs authorities shall not release an iredottiocidal product into proposed
circulation 10) without the relevant decision onheisation for a biocidal product or without
the relevant decision on registration of a low-fis&cidal product or a importer’s declaration
in writing to the effect that the relevant biodigaoduct or low-risk biocidal product is
intended exclusively for the purposes of researath development or for testing purposes.
The companies shall be under obligation to statthéir customs declaration authorisation
number or registration number, under which the fgehas such products registered. In case
of any doubts customs authorities may ask the €eatprovide professional assistance.

Article 30

The Centre
The Centre
a) shall issue decisions on authorisations foridacproducts and registrations of low-risk
biocidal products, as well as decisions on modifices or cancellations of decisions
regarding authorisations for biocidal products esgistrations of low-risk biocidal products,

maintaining all the relevant dossiers for a pendd5 years,

b) shall receive applications for inclusion of aetisubstances in the lists, with the exception
of lists of basic substances,

c) shall evaluate the dossiers submitted pursuamt) tas regards protection of human and
animal health and the environment,

d) shall forward to customs authorities copies etisions on authorisations for biocidal

products or those on registrations of low-risk bmlat products, as well as possible
modifications or cancellations thereof,
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e) shall maintain records of authorised biocidaldpicts and registered low-risk biocidal
products, publishing the list thereof,

f) shall designate frame formulations of biocidedgucts in accordance with Article 7 para 9,

g) shall receive notifications under Article 14g&@ and issue decisions pursuant to Article
14 paras 5 and 6,

h) shall act in conjunction with the Slovak Tradspection pursuant to Article 28 c),

i) shall ensure international information exchamgeler this Act with competent authorities
of countries which are contracting parties to theopean Economic Area Agreement and the
European Commission,

j) participates in the assessment of active substaimn accordance with specific statutory
regulations 31a),

k) provides for the assessment of active substaioceshich it is rapporteur and cooperates
with the applicant in their assessment in accoreéavith specific statutory regulations 31a),

[) submits applications to the European Commissiegarding extension of the period for
placing on the market of those biocidal active satses which must be inevitably used in
accordance with a specific statutory regulation)31b

Article 30a
Assessment and Evaluation Charges
(1) Assessment of submitted dossiers for complsteparsuant to Article 12, paragraph 3 for

a) the first combination of an active substance tedtype of product for active substances
fulfilling criteria for inclusion among biocidal pducts or for low-risk substances fulfilling
criteria for inclusion among low-risk biocidal pnacts ... 33 200.00 Euro,

b) any additional combination of an active substaand the type of product for active
substances fulfilling criteria for inclusion amohgpcidal products or for low-risk substances
fulfilling criteria for inclusion among low-risk bridal products ... 8 300.00 Euro.

(2) Active substance evaluation pursuant to Arti2e paragraph 4 for

a) the first combination of an active substance thedtype of product for the purposes of its
inclusion among active substances fulfilling ciigefior inclusion among biocidal products or
for its inclusion among low-risk substances fuilfigj criteria for inclusion among low-risk
biocidal products ... 166 000.00 Euro,

b) any additional combination of an active substaaid the type of product for the purposes
of its inclusion among active substances fulfilliegteria for inclusion among biocidal
products or for its inclusion among low-risk sulpstas fulfilling criteria for inclusion among
low-risk biocidal products ... 41 500.00 Euro.
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(3) Issue of the decision on authorization eof biocidal product pursuant to Article 7
... 6600.00 Euro.

(4) Issue of the decision on registratioof a biocidal product pursuant to Article 7
... 3300.00 Euro.

(5) The charges paid for assessment and evaluatiaie pursuant to paragraphs 1 to 4 can be
used to cover the costs for preparation of an éxmanion by an expert institution or an
expert; the Centre will accept also an expert @pinprepared by an expert or by the
competent authority for placing the biocidal prodoo the market in a European Union
Member State or in a country which is party to Bueopean Economic Area Agreement.

(6) If the Centre asks the competent authority radter European Union Member State or
that of the country which is party to the Europ&sonomic Area Agreement to carry out
tasks set out in paragraphs 1 to 4, the centre usaycharges paid for the tasks set out in
paragraphs 1 to 4 to cover payments due to theatytlof another European Union Member
State or that which is party to the European Ecaodkrea Agreement; the Centre may use
no more than 10 per cent of the charges paid fotakks set out in paragraphs 1 to 4 to cover
costs related with translation of the dossier English.

(7) In respect of any other tasks which are caraetby the Centre pursuant to the present
Act, the charges shall be levied under a spea@fitlation 32).

(8) The Centre shall refund the payee the full amoaf charges collected pursuant to

paragraphs 1 to 4 if the task could not have beefopned or the procedure undertaken for
causes which are not imputable to the latter dhef payee has paid a charge without being
obliged to do so.

(9) The Centre shall refund any sum the payee led im excess of the amount due
(hereinafter “surplus payment”).

(10) The charge paid pursuant to paragraph 8 andutplus payment pursuant to paragraph 9
shall be refunded by the Centre within no more tB@mays of the date when it finds out the
charge or surplus payment is to be refunded.

(11) If the proceeding did not take place for causgputable to the payee, the Centre may on
payees request decide to refund the charge, hietamount of no more than 65 % of the
charge paid. The charge to be refunded shall bedexiup to Eurocents.

(22) It will be not possible to make appeal agaihst decision concerning charge (surplus
payment) refund. The decision takes effect on Hte df its receipt.

(13) The charge or surplus payment will not be medfd provided the sum to be refunded
does not exceed 1.65 Euro. This will not apply e tharge to be refunded pursuant to
paragraph 8.

(14) The entitlement to charge or surplus paymefund becomes extinct upon expiry of
three years from the end of calendar year in wttiehcharge was paid.
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(15) Any charges paid for the tasks set out in graf@hs 1 to 4 but not used by the Centre
shall accrue to the national budget 32).

Article 31
Administrative Offences

(1) An administrative offence in the field of thiaging on the market of biocidal products or
low-risk biocidal products and active substancesd! e committed by any company which

a) has placed on the market an unauthorised Ribpidduct or an unregistered low-risk
biocidal product or has done so in breach of AgtRIpara 1,

b) has failed to withdraw from the market a biotidieduct or a low-risk biocidal product or
an active substance by the fixed deadline, or whahfailed to render the same harmless by
the fixed deadline pursuant to Article 28 c), oriehhhas failed to comply with the time
limits, as laid down in relevant decisions, fordering harmless, storage, marketing or use of
existing stocks of a biocidal product or a low-riskcidal product pursuant to Article 11 para
S5,

c) has failed to comply with requirements relatiogpackaging or labelling of a biocidal
product or a low-risk biocidal product, as set autArticles 19 and 20, or which has
neglected its obligations in connection with thegeatising pursuant to Article 21,

d) has carried out experiments and tests conteaAyrticle 14 para 5 or para 6, or which has
failed to make a notification pursuant to Articleé @ara 1 or para 2,

e) has failed to make a notification pursuant tticke 14 para 4 or which has neglected to
maintain records pursuant to Article 14 para 2 bicW has failed to proceed in accordance
with Article 3 para 3,

(2) In connection with administrative offences, T8lvak Trade Inspection may impose
penalties on companies

a) pursuant to paragraph 1 a), up to the amour2 90 000 Sk,

b) pursuant to paragraph 1 b), up to the amourit 200 000 Sk

) pursuant to paragraph 1 c), up to the amounfidi00 000 Sk,

d) pursuant to paragraph 1 d), up to the amount 600 000 Sk,

e) pursuant to paragraph 1 e), up to the amount di00 000 Sk.

(3) When considering imposition of a penalty ahd amount thereof, the Slovak Trade
Inspection shall take into account seriousnessjrealength of time and consequences
resulting from such offences.

(4) The Slovak Trade Inspection may waive impoaitid a penalty, if

a) a remedy occurs immediately after failureulfilfan obligation has been discovered,

b) an effective cooperation has been provided,
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c) there has arisen no risk to human and aninadther to the environment.

(5) Penalties may be imposed within one year ofdéie when the Slovak Trade Inspection
discovers any breach or neglect of obligationd, ramlater than within three years of the date
when such breach or neglect of obligations occurred

(6) In case of a repeated breach or neglect ofjatitins, as referred to in paragraph 1, which
occurs within three years of the date the reledaotsion on imposition of penalty came into

force, the Slovak Trade Inspection may impose alperthree times the amount of the

previous one.

(7) Under this Act the proceeds from penalties isggbshall constitute an income for the
state budget.

PART FIVE
COMMON, TRANSITIONAL AND FINAL PROVISIONS
Article 32
Common Provisions

Unless otherwise provided for in this Act, procegdi under this Act shall be subject to
general rules applicable to administrative procediir).

Article 33
Transitional Provisions

(1) The companies that have placed on the mark&icidal product and wish to place it on
the market also after this Act comes into ford¢wmllscommunicate by 31 December 2003 to
the Centre the following:

a) name, surname, place of abode, and place oindass where the applicant is a natural
person, authorised to engage in business activitesne and registered office or
organisational unit, where the applicant is a lggakon,

b) name of the biocidal product,

c) chemical name and international identificatiommiers of active substances, if such
numbers are available, and their concetrations,

d) chemical names of other substances present enbibcidal product, international
identification numbers and their concentrationsuded,

e) biocidal product type according to Annex 1,

f) category of users only for professional usemy dor the consumer,
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g) protocol on determination of product efficacyden the conditions of good laboratory
practice (GLP),

h) label with text on the packaging,

i) instructions for use, unless indicated on thekpging,

j) approximative amount of the biocidal productgald on the market over a calendar year,
k) safety data sheet,

l) date of the placing on the market of the biotjtaduct.

(2) Companies wishing to place on the market, dftes Act becomes effective, a biocidal
product containing only such active substances hwldce stated in a specific statutory
regulation 20a), shall communicate to the Centferination set out in paragraph 1 a) to i)
and k) before such biocidal product is placednenmarket.

(3) The Centre may specify conditions of use ohlib the placing on the market, in respect
of a biocidal product or a low-risk biocidal prodydaced on the market in accordance with
paragraps 1, 2 or 3, provided such biocidal produstuch low-risk biocidal product does not
comply with requirements pursuant to Article 7 p2ra) to d).

(4) In case the placing on the market of a biocmtatuct or of a low-risk biocidal product is
prohibited pursuant to paragraph 4, the Centrel Sealthe time limit whithin which the
stocks of a biocidal product or of a low-risk bidai product are to be rendered harmless,
stored, marketed or used; an appeal against thatreCe decision shall have no dilatory
effect.

(5) As of the date the Treaty on accession of Hiavéo the European Union comes into
force, the obligation imposed on the companiesyansto Article 3 para 3 shall not apply to
biocidal products or low-risk biocidal products iarfed from the Member States of the
European Union; customs authorities shall not appbcedure referred to in Article 29 with

respect to biocidal products or low-risk biocidadgucts imported from the Member States of
the European Union.

Article 33a

Transitional Provisions
(1) The company that places on the market a bibgaduct containing solely active
substances listed in a specific regulation 33) teetbis Act takes effect, shall submit to the
Centre an application for extending the periodewhporary placing the biocidal product on
the market which shall contain the following:
a) name, surname, place of abode or place of teanpoesidence and place of business,
where the applicant is a natural person, authditiseengage in business activities; name and
registered office or organisational unit, wheredpelicant is a legal person,

b) name of the biocidal product,

30



¢) notification number pursuant to Article 20, mgaph 1(b).

(2) The company that wishes to place on the maakbtocidal product containing solely
active substances listed in a specific regulati@h f8llowing the entry into force of the
present Act shall submit to the Centre an appboafor temporary placing of the biocidal
product on the market which shall contain informatpursuant to Article 33a, paragraph 1 a)
and b) as well as the following:

a) chemical name and international identificatiermibers of active substances, if available,
and their concentrations,

b) chemical names of other substances containedhén biocidal product, including
international identification numbers, if availabéd their concentrations,

c) type of biocidal product pursuant to Annex 1,

d) category of users only for professional userdy éor the consumer,
e) protocol on determination of biocidal produdtagicy,

f) label with text on the packaging,

g) instructions for use, unless indicated on thekaging,

h) safety data sheet.

(3) Following the assessment of the applicationdempleteness and adequacy pursuant to
paragraph 1 or of the application pursuant to pafg2 the Centre shall issue a decision on
the temporary placing of the biocidal product oa tharket which shall not expire later than:

a) on 14 May 2014 where a Commission decision lmad@en taken pursuant to a specific
regulation 34) with respect to any active substacmetained in the biocidal product and

where inclusion in the list stated in a specifigui@tion 35) of all active substances contained
therein has not become effective,

b) within 12 months from the entry into force oét@ommission decision taken pursuant to a
specific regulation 34) where a Commission decidias been taken pursuant to a specific
regulation 34) with respect to at least one acsiubstance contained therein; the deadline
according to the first sentence may not expirer ltitan on 14 may 2014; it is impossible to
make appeals against the decision of the Centre,

c) the deadline pursuant to a specific regulatidpfdllowing which biocidal products must
be placed on the market in compliance with Articksind 10 of the Act, save products
containing more than one active substance, for lhwhite deadline for bringing into
compliance shall be determined depending on thdlideafor the inclusion of the last active
substance in the list pursuant to a specific raguiad5); where the deadline according to the
first sentence expires later than on 14 May 204 validity of the decision may expire later
than on 14 May 2014.
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(4) The company that placed a biocidal producthenrharket pursuant to paragraphs 1 and 2
and wishes to do so also after the inclusion ofaittese substance in the lists 35) takes effect,
shall submit to the Centre the application for autation of the biocidal product or for
registration of the low-risk biocidal product puasi to Article 7 or shall submit a certified
copy confirming the receipt of the application fauthorisation of the biocidal product or
registration of the low-risk biocidal product byadiner Member State Competent Authority
together with the statement to the effect thabfelhg the decision taken by another Member
State Competent Authority which has already decm@tterning the first authorisation of the
biocidal product or the registration of the lowkribiocidal product an application will be
made pursuant to Article 10.

(5) Following the assessment of the applicationdempleteness and adequacy pursuant to
paragraph 4 the Centre shall issue a decision erexitension of the period of temporary
placing of the biocidal product on the market, wdwealidity may not expire later than within
18 months from the date the inclusion of the acsivestance in the lists 35) takes effect.

(6) The Centre can modify, repeal or restrict thédity of the decisions taken pursuant to
paragraphs 3 or 5 where:

a) the biocidal product does not meet the requirgsngursuant to Article 7, paragraph 1 b) to
d),

b) the Commission decision has been taken purdoaatspecific regulation with respect at
least one active substance contained therein 34),

c) all active substances contained therein have imetuded in the lists 35),
d) the biocidal product does not meet conditiomsafethorisation set out in the lists 35).
(7) If the Centre imposes a ban on the placindnefiiiocidal product on the market pursuant
to paragraph 6 it shall set a deadline for theatiah storage, marketing or use of existing
stocks of the biocidal product. Appeals against @entre’s decisions have no suspensive
effect.”.

Article 34

Final provision

This Act transposes the legal act of European Coniires and of the European Union as set
out in Annex 2.

Article 1l

The Act no. 163/2001 Coll. on chemical substances chemical preparations, as amended
by the Act no. 128/2002 Coll. shall be amended#s\is:

1. The words “and biocidal products 4a)” shall heeirted in Article 1 para 2 c) after the word
“fertilizers 4)".
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2. In Article 5 para 1, point a) shall read:

“a) polymer containing in combined form less thamotpercents of anew chemical
substance,”

3. In Article 5, the following point e) shall bedet to paragraph 1:

“e) the substance included in the list of chemisabstances which are not subject to
notification.”.

4. In Article 10, paragraph 5 shall read:
“(5) Article 4 para 1 h) shall not apply to repehtetification of a new chemical substance.”.

5. In Article 26 para 7, in the second sentenceweds “of very toxic substances and
products, toxic substances and products and caigigtances and products” shall be inserted
after the word “Conclusions”, the word “packagingdter the words “opening by children”,
and the following sentence shall be added at tlike ‘@Packagings of extremely flammable
substances and products, highly flammable substasmeé products and harmful substances
and products shall bear a tactile warning agaiasgdr for the sake of persons with impaired
vision and blind persons.”.

6. In Article 37, paragraph 1 shall read:

“(1) The Centre for Chemical Substances and Prépasshall be a state administration
authority with the status of a Competent Authoiifythe Slovak Republic in the field of
notification of new chemical substances, placing tbe market of biocidal products,
clasification and registration of chemical substs) as well as evaluation of risks in
connection with their placing on the market.”.

7. In Article 40, the following point d) shall bel@ded to paragraph 3:

“d) failed to comply with conditions laid down inrficle 4 paras 1 to 6, Article 7 paras 1 to 3,
Article 8 paras 1 to 7 and para 9, Article 12, &di14 paras 1 and 2, Article 15 para 1,
Article 17 para 1, Article 18, Article 20 parasida2, Article 42 paras 1 to 3, in particular by
neglecting to provide information on a chemical stahce; penalisation applies to any
chemical substance, even if making part of a chalnpieeparation.”.

Article 1l

The Act of the National Council of the Slovak Refjiuino. 145/1995 Coll. on administrative
charges, as amended by the Act of the National €bahthe Slovak Republic no. 123/1996
Coll., by the Act of the Slovak National Council.r224/1996 Coll., by the Act no. 70/1997
Coll., by the Act no. 1/1998 Coll., by the Act i#82/1999 Coll., by the Act no. 3/2000 Coll.,
by the Act no. 142/2000 Coll., by the Act no. 2100@ Coll., by the Act no. 468/2000, Coll.,
by the Act no. 553/2001 Coll., by the Act no. 9&20QColl., by the Act no. 118/2002 Coll.,
by the Act no. 215/2002 Coll., by the Act no. 2302 Coll., by the Act no. 418/2002 Coll.,
by the Act no. 457/2002 Coll., by the Act no. 4682 Coll., by the Act no. 477/2002 Coll.,
by the Act no. 480/2002 Coll., by the Act no. 5582 Coll., shall be amended as follows:
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In the Tariffs of administrative charges, Part \4hall be amended as follows:
1. In item 153 the word “registration” shall be leged by the word “notification”.

2. In item 153 points b) and c) shall be deleted.

3. In item 153, the words “pursuant to a) to c)"Note shall be deleted.

4. After item 153 the following new item 153a sHadl inserted:

“Iltem 153a

1. Issuance of a decision regarding authorisatiom biocidal product .............. 200 000 Sk

2. Issuance of a decision regarding registratioa lofv-risk biocidal product ...... 100 000 Sk

3. Modification of a decision regarding authorieatfor a biocidal product or modification of
a decision regarding registration of a low-riskdiiial product ........................ 75000 Sk

4. Issuance of a decision regarding authorisatowna biocidal product or issuance of a
decision regarding registration of a low-risk batadi product based on mutual recognition ....
.................................................................................................... 50 000 Sk

Note

1. The Centre for Chemical Substances and Prepasashall levy charges according to point
one for applications made under Article 4 para Zhef Act no. 217/2003 Coll. on conditions
relating to the placing on the market of biocidaebqucts and on the amendment to certain
other Acts.

2. The Centre for Chemical Substances and Prepasashall levy charges according to point
two for applications made under Article 4 para 4haf Act no. 217/2003 Coll.

3. The Centre for Chemical Substances and Prepasaghall levy charges according to point
three for applications made under Article 11 para)lArticle 7 para 9 of the Act no.
217/2003 Coll.

4. The Centre for Chemical Substances and Prepasaghall levy charges according to point
four for applications made under Article 10 of thet no. 217/2003 Coll.”.

Article IV
Entry into Force
This Act shall enter into force on the 1 July 20@8the exclusion of Article 5 para 5 of the
second sentence, Article 7 paras 4 and 12, Arigharas 2 to 5, Article 9 para 2, Article 10
paras 1, 4 and 5, Article 11 para 7 d), Articlepb2as 3 to 7, Article 13, Article 15 para 3 d)

and Article 17, which shall enter into force on they of entry into force of the Treaty on
accession of the Slovak Republic to the Europeamdau
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The Act no. 434/2004 Coll. entered into force ougust 2004.

The Act no. 15/2006 Coll. entered into force ofrdbruary 2006.

The Act no. 95/2007 Coll. entered into force onf@iA2007.
Rudolf Schusterby his own hand
Pavol HruSovskyby his own hand

Mikula$ Dzurinda by his own hand

This is an unofficial translation
Centre for Chemical Substances and Preparations
Slovak Republic
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ANNEX 1

Number |

Product type

| Usage areas

Disinfectants
(These product types exclude cleaning productsatteahot intended for use as biocidal
products with guaranteed effect, including wasHiggids, powders and similar products

1

Human hygiene biocidal
products

Products used for human hygiene with the
purpose of general disinfection, other than
products with healing effects and products with
primary cosmetical and only supplemetary
biocidal effects such as anti-microbial soaps,
shampoos to control dandruff and oral-care
products.

Private and public health areaProducts used for the disinfection of air, surfac

disinfectants and other biocid
products

amaterials, equipment and furniture which are n
used for direct food or feed contact in private,
public or industrial areas, as well as productsid
as algaecides.

Products used against fungi and algae in
constructions such as glasshouses, not to be
applied on plants but on windows, equipment,
desks, knives, etc.

Products used for the disinfection of empty
warehouses, containers, bags and barrels.

Products used for the treatment of river-beds.

Algaecidal products used for areas comprising
substrates other than soil on playgrounds, park
places, pavements, paths, monuments, etc.

Usage areas include also swimming pools,
aquariums, bathing and other waters, air-

conditioning units, walls and floors in health an
other institutions, disinfection of medical
equipment, chemical toilets, waste water, hosg
waste.

Exclude herbicides for agricultural and non-
agricultural uses, algaecides applied on soils,
areas comprising other soil substrates or into t
water for plant protection purposes (e.g. race-
courses, golf-courses, aquariums, etc.) and
products used for the disinfection of surfaces i
glasshouses against microorganisms which m
infest plants and subsequently grow on them.

ot

se

ng

d

ital

Veterinary hygiene biocidal
products

Products used for veterinary hygiene purposes
including products used in areas in which anim

als
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are housed, kept or transported. Include produgcts
intended for overall disinfection of animals, but
exclude products with healing effects.

Food and feed area
disinfectants

Products used for the disinfection of equipment
containers, consumption utensils, surfaces or
pipework associated with the production,
transport, storage, or consumption of food, feed or
drink (including drink water) for humans and
animals.

Drinking water disinfectants

Products used ferdisinfection of drinking
water (for both humans and animals).

Preservatives

In-can preservatives

Products used for the praten of
manufactured products, other than foodstuffs ¢
feeding stuffs, by the control of microbial
deterioration to ensure their shelf life, including
photographic films preservatives.

=

Film preservatives

Products used for the presiervaf films or
coatings by the control of microbial deterioration
in order to protect the initial properties of the
surface of materials or (such as paints, plastics,
sealants, wall adhesives, binders, papers, art
works, etc.).

Wood preservatives

Proucts used for the preservat wood from
and including saw-mill stage, and wood produg
by the control of wood-destroying or wood-
disfiguring organisms.

—

S

Fibre, leather, rubber and
polymerised materials
preservatives

Products used for the preservation of fibrous oy
polymerised materials (such as leather, rubber,
paper, plastics or textile products) by the contrpl
of microbiological deterioration.

10

Masonry preservatives

Products used for theeprason and remedial
treatment of masonry or other construction
materials other than wood by the control of
microbiological algal attack.

11

Preservatives for liquid-coolin
and processing systems

dProducts used for the preservation of water and
other liquids used in cooling and processing
systems by the control of harmful organisms such
as microbes, algae and mussels. Exclude drinking
water preservation products.

12

Slimicides

Products used for the preventionomtrol of
slime growth on materials, equipment and
structures, used in industrial processes (e.g. on
wood and paper pulp, and porous sand strata jn oil
extraction).

13

Metalworking-fluids
preservatives

Products used for the preservation of
metalworking fluids by the control of microbial

deterioration.

Pest control products

14

| Rodenticides

=

| Products used for the control aigmiats or othe

37



protection of plants grown on fields and plant
products temporarily stored on fields.

rodents. Exclude products used exclusively for the

15

Avicides

Products used for the control of bilther than
products used for the protection of plants or pl
products.

ANt

16

Molluscicides

Products used

and plant products by the control of molluscs.

Exclude products used for the protection of plants

17

Piscicides

Products used for the control of. fistclude
products for the treatment of fish diseases.

18

Insecticides, acaricides and
other products to control othe
arthropods

Products used for the control of arthropods (e.
rinsects, mites, arachnids, crustaceans, etc.),
including products used for the control of
external parasites in areas in which animals ar|

situations when the animals are present in the
active.

Products used for the disinfection of empty
warehouses or containers, bags, barrels, show
baths etc., other than those intended exclusive
for the storage of plants and plant products.

Products used for the control of mites and othe
arthropods in textile.

Exclude products intended for direct contact w

including baths containing insecticides and
products containing insecticides or other active
substances intended for the control of harmful
organisms (collars, ear tags, etc.) or used for t

regulators). Also exclude products for the
protection of plants and plant products.

inhibition of their growth or reproduction (growth

e

housed, kept or transported, with the exception of

treated areas at the time when the product is still

er-
ly

=

th

the human body and for the treatment of animals,

ne

19

Repellents or attractants

Products used follmegpérepellents) or
attracting individuals of opposite gender
(attractants) of harmful organisms (invertebrate
such as fleas and mosquitoes, vertebrates suc
birds), which at the same time would have a le
effect on these organisms or would reduce the
reproductive ability, including products that are
used for human or veterinary hygiene either
directly or indirectly and products containing
repellents (collars, ear tags, etc.) and products
repelling dogs and cats.

2S
h as
thal
r

Exclude products for the protection of plants a
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| | plat products, food and feedstuffs.

Other biocidal products

20 Preservatives for food and | Products used for the preservation of food or
feedstocks feedstuffs by the control of harmful organisms,
which are not intended for direct contact with
food or feedstuffs (e.g. fumigants used in
warehouse rooms intended for storage of food
such as cheese or meat).

21 Antifouling products Products used to contraivgth and settlement of
fouling organisms (microorganisms and higher|
forms of plant and animal species) on vessels,
aquaculture equipment or other structures usef in

water.
22 Embalming or taxidermist Products used for the disinfection and
fluids preservation of human or animal corpses, or parts
thereof.
23 Control of other vertebrates Products usedhercontrol of vermin, other than

products intended for the protection of plants gnd
plant products.

ANNEX 2

LIST OF LEGAL ACTS OF THE EUROPEAN COMMUNITIES AND OF THE
EUROPEAN UNION TRANSPOSED BY THE SLOVAK REPUBLIC

Directive 98/8/EC of the European Parliament and othe Council of 16 February 1998
concerning the placing of biocidal products on thenarket (OJ L 123, 24. 4. 1998).

1) Article 2 para 2 a) to d) of the Commercial Code
Article 12a to 12 e of the Act no. 105/1990 Colh private enterprising by citizens, as
subsequently amended.

2) Article 54 of the Act no. 42/1980 Coll. on ecamo relations with other countries, as
subsequently amended.

Regulation of the Ministry of Economy of the Slovakepublic no. 222/1997 Coll.,
prohibiting non-commercial exports and importshohgs, as subsequently amended.

3) Act no. 130/1998 Coll. on peaceful use of nuck@rgy and on the amendment to the Act
no. 174/1968 Coll. on state expert supervision dxaith and safety at work, as amended by
the Act of the Slovak national Council no. 256/192dll., as amended by the Act no. 470/200
Coll.

4) Such as the Act of the National Council of thev8k Republic no. 168/1996 Coll. on the
carriage by road, as subsequently amended, Deértee dMinister of Foreign Affairs no.
64/1987 Coll. on the European Agreement on thernatenal carriage of dangerous goods
by road (ADR), Act of the Slovak National Councib.n315/1996 Coll. on the traffic on
terrestrial communications, as subsequently amendeidof the Slovak National Council of
the Slovak Republic no. 164/1996 Coll. on railroassl on the amendment to the Act no.
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455/1991 Coll. on business activities (Businesswtets Act), as subsequently amended, as
amended by the Act no. 58/1997 Coll., Decree of\Mii@ster of Foreign Affairs no. 8/1985
Coll. on the Convention concerning internationatiege by rail (COTIF), Act no. 143/1998
on civil aviation (Aviation Act) and on the amendm¢o certain Acts, as amended by the Act
no. 37/2002 Coll., Act no. 338/2000 Coll. on inlandvigation and on the amendment to
certain Acts.

4a) The Act no. 217/2003 Coll. on conditions reigtio the placing on the market of biocidal
products and on the amendment to certain other. Acts

5) Act no. 264/1999 Coll. on technical requiremeimsrespect of products and on the
assessment of conformity and on the amendmentrtaicéicts, as amended by the Act no.
436/2001 Coll.

6) Act no. 163/2001 Coll. on chemical substances @remical preparations, as amended by
the Act no. 128/2002 Coll.

7) Article 2 of the Act no. 163/2001 Coll., as amed by the Act no. 128/2002 Coll.
8) Article 3 paras 1 and 4 of the Act no. 163/2@ll.

9) Article 23 of the Act no. 163/2001 Coll., as arded by the Act no. 128/2002 Coll.
Article 24 of the Act no. 163/2001 Coll.

10) Articles 160 to 165 of the Customs Code.
Article 2 para 1 e) of the Act no. 264/1999 Calk,amended by the Act no. 436/2001 Coll.

11) Act no. 71/1967 Coll. on administrative proced(Administrative Code), as amended by
the Act no. 215/2002 Coll.

12) Article 2 n) of the Customs Code.

14) Act of the National Council of the Slovak Repamo. 270/1995 Coll. on the official
language of the Slovak Republic, as subsequentgnaded.

15) Article 27 of the Act no. 163/2001 Coll., aserded by the Act no. 128/2002 Coll.
Decree of the Ministry of Economy of the Slovak Rlelic no. 515/2001 Coll. on details and
contents of safety data sheets.

15a) Decree of the Ministry of Economy of the SlkvRepublic no. 375/2003 Coll.
establishing details of dossiers accompanying thelieation for the authorisation of a
biocidal product and details of dossiers accompanyhe application for the registration of
a low-risk biocidal product and detailed specificatof data to be supplied before a biocidal
product has been placed on the market and detplecification of data to be supplied before
a low-risk biocidal product has been placed omtlagket.

16) Article 6 of the Act no. 163/2001 Caoll.

17) Article 30 of the Act no. 163/2001 Caoll.
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18) Articles 9 to 11 of the Act no. 634/1992 Cah consumer protection, as subsequently
amended.

19) Act no. 36/1967 Coll. on experts and interpete
20) Article 6a of the Act no. 634/1992 Coll., absequently amended.

20a) Commission Regulation (EC) no. 2032/2003 dfoember 2003 on the second phase
of the 10-year work programme referred to in Agi¢b(2) of Directive 8/EC of the European
Parliament and of the Council concerning the plachbiocidal on the market, and amending
Regulation (EC) No 1896/2000 (Official Journal bé tEuropean Communities L 307, 24. 11.
2003).

21) Articles 23 to 26 of the Act no. 163/2001 Calls amended by the Act no. 128/2002 Coll.

22) Article 21 of the Act no. 488/2002 Coll. on vetextg care and on the amendment to
certain other Acts.

Articles 6 and 30 of the Act no. 163/2001 Coll.

Decree of the Ministry of the Economy of the SlovRé&public no. 65/2002 Coll. detailing
procedure concerning verification of and compliangth, the principles of good laboratory
practice, and detailing certification of gooddeadtory practice and procedure for checks on
compliance with the principles of good laboratomagiice (principles of good laboratory
practice), as amended by the Decree of the Minwtigconomy of the Slovak Republic no.
406/2002 Coll. and Corrigendum published in theti®acl84/2002 Coll.

23) Articles 17 to 20 of the Commercial Code, dsssguently amended.
Articles 8 to 12 of the Act no. 211/2000 Coll. ored access to information and on the
amendment to certain other Acts (Act on freedornmfafrmation).

24) Act no. 527/1990 Coll. on on inventions, indigdtmodels and improvement proposals,
as subsequently amended.

Act no. 478 Coll. on commercial models, as subsetippamended.

Act no. 55/1997 Coll. on registerede marks, as a@éiby the Act no. 577/2001 Coll.

Act no. 146/2000 Coll. on protection of semicortdu@roducts topography.

Act no. 435/2001 Coll. on patents, additional pctte certifications and on the amendment
to certain other Acts (Patent Act), as amendedbyAct no. 402/2002 Coll.

25) Articles 25 to 26 of the Act no. 163/2001 Calls amended by the Act no. 128/2002 Coll.
26) Act no. 142/2000 Coll. on metrology and ondneendment to certain other Acts.

27) Act of the Slovak National Council of the Sl&vBepublic no. 285/1995 Coll. on plant
health care, as amended by the Act no. 471/20011 Col

28) Act no0.147/2001 Coll. on advertising, and oa #tmendment to certain other Acts, as
amended by the Act no. 23/2002 Caoll.

29) Article 45 of the Commercial Code, as subsetiy@amended.
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30) Act of the National Council of the Slovak Repalmo. 277/1944 Coll. on health care, as
subsequently amended.

31) Articles 4 to 9 of the Act n0.128/2002 Coll. state inspection of the internal market in
the matters concerning consumer protection, arti®@amendment to certain other Acts.

31a) Commission Regulation (EC) no. 1896/2000 &eptember 2000 on he first phase of
the programme referred to in Article 16(2) of Diiee 98/8/EC of the European Parliament
and of the Council on biocidal products (OJ L 233,9. 2000, as amended by the
Commission Regulation (EC) no. 2032/2003 of 4 Nolven2003 (OJ L 307, 24. 11. 2003).
Commission Regulation (EC) no. 2032/2003 of 4 Nowen2003 on the second phase of the
10-year work programme referred to in Article 16¢#) Directive 8/EC of the European
Parliament and of the Council concerning the plachbiocidal on the market, and amending
Regulation (EC) No 1896/2000 (OJ L 307, 24. 11.3)00

31b) Commission Regulation (EC) No 1048/2005 ofidBe 2005 amending Regulation (EC)
no. 2032/2003 on the second phase of the 10-yegk programme referred to in Article
16(2) of Directive 98/8/EC of the European Parliamand of the Council concerning the
placing of biocidal products on the market (OJ B,19. 7. 2005).

32) Annex Tariff of Administrative Charges, parti@m 153a of the Act No. 145/1995 Coll.
as subsequently amended

33) Annex Il to the Commission Regulation (EC) Nd51/2007 of 4 December 2007 on the
second phase of the 10-year work programme refaweth Article 16(2) of Directive
98/8/EC of the European Parliament and of the Cibwonicerning the placing of biocidal
products on the market (OJ L 325, 11.12.2007).

34) Article 4, paragraph 2 of the Regulation (E®@) 8451/2007.

35) Regulation of the Government of the Slovak RéipuNo. 329/2007 Coll. issuing the list
of active substances fulfilling criteria for insion among biocidal products, as amended by
the Regulation of the Government of the Slovak RépuNo. 189/2008 Coll. and by the
Regulation of the Government of the Slovak Repulitic 24/2009 Coll.

Regulation of the Government of the Slovak Repullicc 188/2008 Coll. issuing the list of
low-risk active substances fulfilling criteria forclusion among low-risk biocidal products.”.

This is an unofficial translation
Centre for Chemical Substances and Preparations
Slovak Republic
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