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NOTE FOR GUIDANCE

This document is an attempt to provide guidandéeéninterest of consistency, and has
been drafted by the Commission services respon@iblaocidal products with the aim
of finding an agreement with all or a majority betMember States' Competent
Authorities for biocidal products. Please note, leoer, that Member States are not
legally obliged to follow the approach set outhistdocument, since only the Court of
Justice of the European Union can give authorigimnterpretations on the contents of
Union law.

Subject: Frequently asked questionson treated articles

The purpose of this document is to provide guidancéhe implementation of the second
subparagraph of point (a) of Article 3(1), Arti@8 and Article 94 of Regulation (EU)
No 528/2012 ('BPR").

It is structured in the form of questions and arrswaddressing the most frequent issues
raised in requests to the Commission.
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DEFINITIONS

Treated article

1.

Question:
What is a treated article?

Answer:

According to article 3(1)(l) of the BPR, a treataticle is any substance, mixture or
article which has been treated with, or intentibnahcorporates, one or more
biocidal products.

Treating with vs. intentionally incor porating

2.

Question: Is 'treating with' to be understood differentlyorfr ‘intentionally
incorporating'?

Answer "Treating with' indicates that a biocidal produws been applied to a
substance, mixture or an article.

Intentionally incorporating’ indicates that the ddal product has been utilised in
such a way (typically during the manufacturing loé treated article) that it becomes
part of a mixture or article.

However, in practice the distinction is of littlggsificance for the application of
Article 58 as in both cases only approved activiesgeances can be used and the
labelling requirements have to be complied with mwheclaim regarding the biocidal
properties of the treated article is made, or wienconditions for the approval of
the active substance(s) so require.

Biocidal product

3.

Question:
What is a biocidal product?
Answer.

According to article 3(1)(a) of the BPR, a biocigabduct is:

— any substance or mixture, in the form in whichsisupplied to the user, consisting

of, containing or generating one or more activestarces, with the intention of
destroying, deterring, rendering harmless, premgnthe action of, or otherwise
exerting a controlling effect on, any harmful orgam by any means other than
mere physical or mechanical action,,

— any substance or mixture, generated from substamicesixtures which do not

themselves fall under the first indent, to be uagt the intention of destroying,

deterring, rendering harmless, preventing the actf or otherwise exerting a
controlling effect on, any harmful organism by angans other than mere physical
or mechanical action.



A treated article that has a primary biocidal fumct shall be considered a
biocidal product.

Active substance

4. Question:
What is an active substance?

Answer.

According to Articles 3(1)(c) and (g) of the BPRy, active substance is a substance
or a micro-organism that has an action on or agamsmful organisms. i.e.
organisms, including pathogenic agents, which haweunwanted presence or a
detrimental effect on humans, their activitiestoe products they use or produce, on
animals or the environment.

Existing active substance

5. Question:
What is an existing active substance?

Answer.

An existing active substance is an active substarteh was already available on
the market in biocidal products on 14 May 2000 wahith is under evaluation in the
review programme for existing active substanced Lsebiocidal products An
active substance is regarded as 'existing' onlyherproduct-type(s) for which it is
being evaluated in the review programme.

New active substance

6. Question:
What is a new active substance?

Answer.

A new active substance is an active substance whictot regarded as 'existing'
according to the above definition, i.e. an actiubstance which was made available
on the market in biocidal products only after 14y\2800 or which was not included
in the review programme for evaluation. An actiubsance is considered 'existing'
only for the product-types for which it is beingativated in the review programme,
but will be regarded as new for the product-typdsctv are not included in the
review programme.

! As established by Article 89(1) of the BPR.



PRINCIPLES

Biocidal property

7.

Question:
What is meant by the ‘biocidal property of a treldeticle’?
Answer

A biocidal property means a characterising qualrtyrait resulting from the fact that
the mixture or article has been treated with oentibnally incorporates a biocidal
product with the intention to prevent the actionhafrmful organisms. The term
'biocidal property’ covers both biocidal actions e treated article itself, and
actions giving a biocidal function (see below)He treated article.

Thus a treated article with biocidal function alwapas a biocidal property.
Conversely, a treated articithout biocidal function can nevertheless have a
biocidal property, e.g. protection from microbiaoady and thus increased durability
of the article itself.

Antimicrobial treatments made, as examples, to:

» Prevent deterioration of plasticised PVC.
» Extend the lifespan of facade paints.
* Prevent odour.

would thus be expected to confer a biocidal prgperthe treated article.

Biocidal function of atreated article

8.

Question:

What is a treated article with a biocidal function?
Answer.

The function of a treated article is the intendedppse for which the article is
supplied and which it fulfils by one or more meaAdreated article can have more
than one function if it serves more than one pugpos

A biocidal function, by analogy with the definitiaf a biocidal product, means the

function of destroying, deterring, rendering hamsslepreventing the action of, or
otherwise exerting a controlling effect on, anyrhfal organism by any means other
than mere physical or mechanical action.

A treated article with a biocidal function thusaa article which has amongst its

intended purposes at least one that aims at desjtajeterring, rendering harmless,
preventing the action of, or otherwise exertingoatlling effect on, any harmful

organism by any means other than mere physicalohanical action. This function
is not intended to protect the article itself aratiginal function, but to introduce an
additional function which is biocidal. One couldr fmstance expect a biocidal

function to be conferred to a treated article wiswrcidal products belonging in
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particular to the following product-types would imentionally incorporated into a
mixture or article.

PT2: Disinfectants and algaecides not intended dwect application tg
humans or animals.

PT4: Food and feed area disinfectants

PT18: Insecticides, acaricides and products terobather arthropods.

PT19: Repellents and attractants.

When a disinfectant is incorporated into texti@gssues, masks, paints or any other
article or material with the objective of produciagtireated article which has the
intended purpose to disinfect the disinfectant do&sact as a preservative of the
treated article but confers a biocidal functiorthte treated article.

Antimicrobial treatments made, as examples, to:

» Computer keyboard to prevent bacterial growth enstirface
» Hospital bedside cabinet to kill germs on contact
» Door handles to prevent cross-infection

would thus confer a biocidal function to the trebasticle.

In the case of product-types 18 and 19, the ingdetior repellent could either be
added to protect the treated article itself, orcémfer a biocidal function to the
treated article.

Question:
How might one determine whether a treated artiakedbiocidal function?
Answer.

First of all, the article as such has to be supplith the intended purpose of
controlling harmful organisms. Secondly, at least of the active substances in the
biocidal product(s) intentionally incorporated hettreated article has to contribute
to that purpose.

Some treated articles have an exclusively biodigadtion, since an active substance
contributes to the only intended purpose of thelartSuch treated articles would by
default be biocidal products.

Other treated articles have no biocidal functiorereif their purpose is to control
harmful organisms. In these cases, the active antsfs) in the treated article do(es)
not contribute to that control, which is hence renghysical or mechanical.
Examples include a wooden rat trap treated withoadvpreservative, or a textile
mosquito net treated with a textile preservativecading to BPR, such products
would be considered treated articles, but not degdroducts.

A third category of treated articles have two orrenéunctions, one of which is
biocidal. Examples include clothes intentionallgarporating an insect repellent.
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Such clothes have two intended purposes: To keebady covered and warm and
to have an action against insects. Whether a ptodaeing biocidal and non-
biocidal functions is a biocidal product or a tesh@rticle depends on whether the
biocidal function is primary (see below).

Primary biocidal function

10. Question:

11.

What is a 'treated article with a primary biocitlaiction'?
Answer

The term 'primary biocidal function' is used omlyairticle 3(1)(a) of the BPR, and is
not further defined in this regulation. In the giveontext a primary biocidal function
can be interpreted as a biocidal function of fiestk, importance, or value compared
to other functions of the treated article. A 'teshtarticle with a primary biocidal
function' is thus a treated article that has onenore functions, of which one is a
biocidal function that is of first rank, importancer value compared to the other
functions of the treated article.

Question:

Are there any criteria to determine whether theidi@al function of a treated article is
‘primary’, i.e. of first rank, importance, or valuempared to the other functions of
that treated article?

Answer.

Whether a biocidal function of a treated articleaiprimarybiocidal function will
need to be decided on a case-by-case basis, takiagaccount all individual
properties and functions of the treated articleyel as its intended use.

A treated article which only has one function, arten this function is biocidal, has
by default a primary biocidal function.

Examples include mosquito nets intended solelydotrol mosquitos, which are
treated with insecticides or insect repellents. Streated articles have only one
intended purpose, and that purpose is not achibyedere physical or mechanical
action, although a physical or mechanical actiorg.(ghysical prevention of
mosquitos from approaching humans) does also tamérito that intended purpose.

For treated articles which have more than one fancthere are different criteria
which could indicate that the treated article hasimary biocidal function.

Criteria to be taken into account for a decisionldanclude, but are not limited to,
the following:

 the intended use and purpose of the treated article

» claims made regarding the function of the treatdidle, in particular when it
would be identical to that of an existing biocigabduct,



* the target species, in particular when the spes@dd not be harmful to the
treated article itself.

» the concentration of the active substance in thatéd article, in particular
when it would be comparable to that in an exisbragidal product,

» the mode of action of the active substance ordckeatticle, in particular when
it would be identical to that of an existing bioaigbroduct,

According to Article 3(3) of the BPR, Member Stateay request the Commission
to decide, by means of implementing acts, whethspexific product or group of
products is a biocidal product or a treated articlaeither.

12. Question:

What is the influence of a claim when determiningassible primary biocidal
function of a treated article?

Answer:

The influence of a claim on the decision whethdreated article has a primary
biocidal function will depend on the wording ancegentation of the claim. The
following aspects may be considered in particular:

- the prominence of the claim

If a claim regarding a biocidal function of a tregtarticle is given greater

prominence than other described properties or immstof that treated article, that
function may be regarded as a primary biocidal iencand hence the treated article
may be considered as a biocidal product.

- whether the claim has public health relevance

It is important to note that the objective of BRRnbt only to protect human health
and the environment from harmful effects of bioti@ducts and treated articles as
such, but also from products or articles with hilatifunction that might have a
detrimental effect on public health due to insuéint efficacy. If a claim is made
which has public health relevance (i.e. regardingaation against one or more
pathogenic organisms, see also question 34) ricplarly important that a treated
article does have the effect which users wouleigled to expect in view of the
claim madé&. In such cases, the biocidal function may be amsid to take higher
rank than other, non-biocidal functions and it reeénl be considered whether the
treated article may be a biocidal product subjeciuthorisatiohbefore placing on
the market.

2 For an analogy with medicinal products, see Q25682 Van Bennekom [1983] ECR 3883
http://eur-lex.europa.eu/LexUriServ/LexUriServ.dd2GELEX:61982CJ0227:EN:PDF

% The UK disagrees, based on the text of BPR, teptesence of public health claims is a relevarciof
in determining whether a treated article has a g@rnyniiocidal function, and hence is a biocidal pretd
Therefore the UK disagrees with this paragrapefguidance document.




13.

The assessment of whether a treated article walaien of public health relevance
has a primary biocidal function must be made orasedy-case basis, taking into
account also the criteria given in question 11.

Question:

What rules govern a treated substance or mixtuth wibiocidal function? Is it
relevant whether the biocidal function is primarynot?

Answer.

If a substance or mixture, in the form in whichidtsupplied to the user, has an
intentional biocidal function and is not subjectatoy other legislation as mentioned
in Article 2.2 of the BPR, it is covered by the idéfon of a biocidal product in the

first indent of Article 3(1)(a) of BPR. It is thdage irrelevant whether the biocidal
function is primary or secondary.
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Decision tree

The following decision tree has been developedelp decide whether an object treated
with or intentionally incorporating one or more tigal products is a treated article or a
biocidal product

As a first step, it is important to decide whettiex object is a "substance or a mixture" or
an "article". According to Article 3(1)(a) of thePR, a substance or mixture only needs to
have an intended biocidal function to fulfil the fidgion of a biocidal products,
irrespective whether the biocidal function is prignar not. In contrast, an article is only
considered a biocidal product when it hgsienary biocidal function.

For the definition of substance, mixture and astidhe BPR makes reference to the
REACH Regulatiof According to this Regulation:

- Substance: means a chemical element and its agmdpan the natural state or obtained
by any manufacturing process, including any additiecessary to preserve its stability and
any impurity deriving from the process used, butleding any solvent which may be
separated without affecting the stability of thestance or changing its composition;

- Mixture: means a mixture or solution composetiraf or more substances;

- Article: means an object which during productisgiven a special shape, surface or
design which determines its function to a greaégree than does its chemical
composition.

4 Regulation (EC) No 1907/2006 of the European Parlimraad of the Council of 18 December 2006 conceritieg
Registration, Evaluation, Authorisation and Resiictiof Chemicals (REACH) and establishing a European
Chemicals Agency. OJ L 396, 30.12.2006, p. 1.



The objectis a
substance or a mixture
as defined under

REACH

\.

The object is an articI;
as defined under
REACH, or a
combination of an
article and a
substance/mixtu

J

* ECHA guidance on requirements for substances in articles, in particular section 2, is available to assist
stakeholders and competent authorities to decide whether an object is a substance, a mixture or an article,

or a combination ther eof.

http://echa.eur opa.eu/documents/10162/13632/articles en.pdf




The object is a substanc
or a mixture as defined
under REACH

R
=)

Rodent baits Mixtures (such as paints
etc.) containing an in-
can preservative, treated

clay.

* |f the substance incor porates a biocidal product, it isno longer a substance, but a mixture.



The object is an article as

defined under REACH, or

a combination of an articl
and a substance/mixture

‘\N
Y
v

Treatment is intended to protect
properties or function of an article,
or extend its durability.

M N

Case-by-case consideration of properties, functiosss and claims of thq
treated article

y N
— -

Articles with a Articles without a Articles without
primary biocidal primary biocidal biocidal function
function (e.g. function (e.g. treated wood,
insecticide- articles treated
impregnated bed net againstdour causing
bacteria articles

treated prior to their

placing on the market

to eliminate harmful
organisms




Active substances

14.

15.

16.

Question:

How should the requirement in Article 58(2) of BRRat 'all active substances contained
in the biocidal products' need to be approved duged in Annex | be understood?

Answer.

This should be understood to refer to the activestinces contributing to the biocidal
function(s) of the biocidal product(s) used to treaintentionally incorporated into the

treated article. Active substances, which do naottrdoute to the biocidal function(s), of

the biocidal product(s) such as an in-can presee/abntained in the biocidal product,

are not covered by this requirement of Article 58¢owever, it should be noted that

biocidal products used in the manufacturing oftedaarticles in the EU are subject to
other requirements of BPR and can only containaim+greservatives that are approved,
included in Annex | or under evaluation in the ssviprogramme.

Question:

In Article 58(3)(c) of BPR, what does 'all activabstances contained in the biocidal
products' mean?

Answer.

This is to be understood to include all active savses which contribute to the biocidal
function(s) of the biocidal product(s) that wasdise treat or intentionally incorporated
into the treated article.

As an example, if a claim is made regarding theided property of treated wood (e.g.
long-lasting wood protection against insects), iame of the active substance acting as
wood preservative in the biocidal product would énde appear on the label of the
treated article, but not the name of any in-carsgmeative contained in the biocidal
product.

Question:

If a finished good incorporates a substance wtsdnown to have some biocidal activity
(e.g. substances included in Annex | of Regula{le@) No 1451/2007), but which has
been used for reasons unrelated to this biocidtigc(e.g. essential oils, such as
lavender oil, that may be used to perfume certaticles), must the substance be
approved if the article is placed on the EU market?

Answer.

No, Article 58 of BPR relates to treated articlattivere treated with a biocidal product.
This means that the product (and hence the actitsstance) must have been applied
with the intention of conferring a biocidal propear function.

15



However, in case of controls by competent authesjtthe burden of the proof will be on
the person placing the treated article on the ntdckdemonstrate that a substance with
potential biocidal activity was incorporated forrpases other than its biocidal activity.

ACTIVE SUBSTANCE APPROVAL

Relevant product-type and use

17. Question:

How wide or narrow is the notion of 'relevant use'be defined? As it is listed in
addition to the PT, it seems that the approvaltierappropriate PT is not sufficient in
the absence of a mentioning of the particular ngbe approval.

Answer.

The assessment of an active substance is donesdmatits of a representative product,
and the active substance is approved if at least macidal product containing that
substance is expected to meet the criteria foroaigthtion. This implies that, as a general
rule, not all possible uses of an active substaneeonsidered at the time of approval.

The current practice varies from product-type todpict-type. In the case of wood
preservatives, for which use classes are well matjithese use classes are considered in
the assessment and the area of use is an elemtat aypproval. For other product-types,
such as insecticides or disinfectants, no suclndigin between use classes is currently
made in the active substance approval.

With the introduction of provisions for treatedields in the BPR, the basic principle that

active substance approval is based on one or nepresentative biocidal products has

not been changed. It is only possible to comprekielysassess uses in treated articles at
the time of initial active substance approval wheeze is already a well-established and
codified practice, such as for wood preservativesr other product types there was no
obligation for applicants to provide data on allgible uses in treated articles in the

dossiers submitted under the review programme.

For other product-types, the approval of an acswiestance would generally also cover
the use in treated articles. However, if concenesidentified during the assessment,
restrictions or conditions can be established i@ #pproval of active substance in
relation to treated articles.

Concerning limitations on the possibility of thetiae substance to be used in treated
articles, a similar approach as for the approvahefactive substance for use in biocidal
product is followed, i.e.

* Restrictions concerning the use of the activestuire in treated articles are
introduced only where a major concern is identified

16



18.

* In such cases, the approval will indicate in wah@ategories of treated articles the
active substance and biocidal products containingam or, as appropriate, cannot be
used.

* Major concern shall correspond to cases:

o where the active substance meets the excluskenia set in Article 5(1), but would
benefit from a derogation to the exclusion on thsidof Article 5(2).

o0 When there are reasons for major concern linketthé nature of the critical effect,
which in combination with certain foreseeable uaégyn could pose such a risk to
human health (the user of a treated article, theeige® public etc.), or to the
environment, such as justifying a restriction oe tise of the active substance and
biocidal products containing it in treated articles

In cases where, based on a case-by-case assesarmoentern has been identified which
does not justify the limitation of uses in treataticles as described above, a provision
on labelling of treated articles can be establishétle approval.

Question:

How strictly shall the scope of the PTs be looké& For example, the textile industry
mentioned that they often use biocides in textiteprotect it as well as to prevent bad
odours.

Answer.

The active substance shall have been approvedhisrP{l for which the biocidal
product(s) will exert a biocidal function in theated article.

For example, if a textile has been treated withoaial product which will preserve the
article as well as prevent the development of badoucs, the active substance(s) shall
have been approved for product-type 9, as thisymtetype covers both products used
for the preservation of fibres as well as produetsch antagonise the settlement of
micro-organisms and thus prevent the developmeatiofirs.

However, if a textile has been treated with a lalatiproduct preserving the article as
well as giving it a disinfecting function, the a&isubstance(s) shall have been approved
for both product-types 2 and 9, as product-type&rcs products used to be incorporated
in textiles with the purpose of producing treatetickes with a disinfecting function,
whilst product-type 9 covers products used forgteservation of fibres.

17



SCOPE
Complex articles

19. Question:

Does the concept of treated articles cover onbtinents made on the finished article, or
also treatments made on components further ba¢kersupply chain? If so, how far
back in the supply chain have possible treatmentetidentified?

For example, a table is manufactured outside thefriébh composite wood, and the
wood is bound with glue containing an in-can preastve (also manufactured outside
the EU) — does the preservative have to be appnbvkd table is then placed on the EU
market? Or, electrical components within a tel®rnswere treated with a biocidal
product to give them protection against the groeftfungi (and no other part of the TV
was treated). Does the active substance in thedidieghave to be approved in the EU?

Answer.

This question has been addressed in detail in andewt discussed with the Competent
Authorities of EU Member States in September 20IHis text (revised following
discussion) is included in Appendix 3.

Article 3(1) (I) of the BPR defines a treated detias '...any substance, mixture or article
which has been treated with, or intentionally ippmyates one or more biocidal products'.
As indicated in Article 58 (2) to (4), the proviem of Article 58 apply to treated articles
in the form in which they are placed on the EU maun the following also referred to
as "finished goods").

Against this background, it is evident that anyisied good that has, as such, been
treated with or intentionally incorporates a bi@igroduct qualifies as a treated article.
On the other hand, treatment with or incorporatéra biocidal product can happen at
any point during the manufacturing process. Thendefn of a treated article implies
that the treatment with or incorporation of a bitadiproduct is made with the intention
of conferring a biocidal property (or even a bi@titunction) to the treated article, and
can thus be expected to lead to a beneficial asdeatl effect in the finished good (e.qg.
protecting it from bio-degradation during storageuse). Following this logic, the scope
of treated articles shall exclude such biocidatireents or incorporation of biocides in a
substance, mixture or article, or individual consnts thereof, which were made in the
course of manufacturing merely in order to perf@mpecific biocidal function at that
stage of the process, but which will not have danded biocidal effect in the finished
good as placed on the EU market.

In the case of "complex" articles made up of ddfércomponents and/or materials, it is
unlikely that any treatment or incorporation ofiadidal product concerns uniformly all

components/materials. Nevertheless, one or seweli@idual components/materials of a
complex article may have been treated with or ipomate a biocidal product, and the
biocidal property or function conferred to thesemponents/materials may still be

beneficial for the finished good as such (e.g. mgreasing overall durability of the

complex article). Such complex articles are todgarded as treated articles.

18



20.

21.

22.

Consequently, in relation to the examples givethequestion, the residual presence of
an in-can preservative in the glue used to makeposite wood would not lead to a
classification as a treated article, as this pxedee was used to preserve the glue during
storage, but not after its use to make the compegiind and the finished table. On the
other hand, in the second example it appears hiegpriotection against fungi is intended
to be effective in the finished television set, @hthen would have to be considered a
treated article.

Question:

What if only a small part of an article has beeated with or intentionally incorporates
a biocidal product?

Answer:

The above interpretation also applies when onlynallspart of the finished good has
been treated. If the treatment still has an intdraecidal function in the finished good,
it is considered a treated article.

Question:

Which criteria could be applied to decide whethdinshed good qualifies as a treated
article?

Answer:

Indications whether a biocidal treatment has aenitndnal biocidal effect in a finished
good can come from various elements, e.g. a clainterning a biocidal property or
function of the finished good or part thereof, BiE of the biocidal product used for the
treatment and/or the concentration of the AS infithished good.

Question:

Which role has a claim made on a finished good ihataced on the market in order to
decide whether this good is a treated article?

Answer:

Claims on a finished good have an important rol@dncating the intentional presence of
a biocidal active substance that exerts a benkfiointended effect.

In all cases where a claim concerning a biocidatfion of a finished good is made, it is
evident that the presence of a biocidal active tsuge in the finished good is intended
by the manufacturer. Such goods will always be iclened treated articles if, based on
their overall characteristics, they do not quadifya biocidal product themselves.

Also a claim concerning a biocidal property (i.batt the finished good is protected
against bio-degradation) clearly indicates an imb@&al presence of a biocidal active
substance in the finished good. Moreover, also rmropdicit claims not directly referring
to a biocidal action but e.g. concerning an incdaturability or anti-odour properties of
a textile can be taken as an indication that tlesgice of a biocidal active substance in
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23.

the good is intentional. In this case, the goodldidne considered a treated article unless
the manufacturer/importer can present convincirsgifjaation that the claimed property
is not due to a biocidal treatment that has ledht presence of the biocidal active
substance.

If a biocidal active substance is present in theslfied good the absence of a claim does,
however, not automatically imply that the preseat¢éhe substance is unintentional. In

such cases, other criteria like any available keogé biocidal treatments made during
production and on the uses and effective concemtratf the active substance present

need to be considered to decide whether the fidiglbed qualifies as a treated article.

Question:

Which role has the PT of the biocidal product ufedhe treatment in order to decide
whether a finished good is a treated article?

Answer:

Knowledge about the biocidal treatment and theiba@roduct used for this purpose,
including the PT it is authorised for, are the b&stirce of information to determine
whether the presence of a biocidal active substaneefinished good is intentional or
not. However, if a known biocidal active substargcpresent in a finished good, and no
information is available on the biocidal treatm#rdt lead to this presence, the PT(s) for
which an active substance is approved in the EUrfay give indications about whether
its presence is intentional or unintentional (sd®e below). It needs to be kept in mind
that a substance with known biocidal activity ma&ydresent in a mixture or article for
other purposes. If in the case of an enforcemetnbra@ biocidal use of the substance
cannot be excluded, it will be the responsibilifytlee manufacturer/importer to justify
that the substance is not present for biocidal gaep.

PT1 (human hygiene
disinfectants)

Any chemical substance, mixture or article containAS that fall into this PT ar
likely to be classified as biocidal products duetlieir use and the nature of t
biocidal effect.

PT2 (disinfectants)

PT 3 (veterinary
hygiene products)

PT4 (food and feed
area disinfectants)

Chemical substances or mixture containing AS thhtifito this PT are likely to bg
classified as biocidal products due to their uskthe nature of the biocidal effect.

The incorporation of biocidal products of this RTain article generally indicates i
intended effect in the final good, and such arsiclé not biocidal products b
themselves, would qualify as treated articles.

D

ne

D

AN

PT5 (drinking water
disinfectants)

Any chemical substance, mixture or article containAS that fall into this PT ar
likely to be classified as biocidal products duetlieir use and the nature of t
biocidal effect.

D

ne

PT6 (preservatives for
products during
storage)

Biocidal products of PT6 are widely used to presgmoducts during storage. If th
preserved good (a chemical substance, a mixtuea @rticle) itself is placed on th
market it qualifies as a treated article.

An exceptional case are biocidal products (examglesn in BPR, Annex V ar¢
rodenticides, insecticides, other baits, but inngple applicable to all BPs

ne

preserved with PT6 preservatives, which qualifybéscidal products due to th
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presence of other biocidal active substances.

Chemical substances and mixtures containing aarnpceservative may however
further used as ingredients in the manufacturirac@ss of other finished goods.
the in-can preservative of such an ingredientsuchscases has no further intend
biocidal function later in the finished good, thesidual presence of preservatiy

stemming from preserved ingredients should notifyuhle finished good as a treated

article.

Also solid components used in the manufacture ocbmplex finished article may

be
If

ed
es

incorporate a PT6 preservative. In such caseseitisiéo be considered whether the

preservation is relevant only during storage o$ ttomponent (and not later in t

finished article), or whether the preservationlsdeneficial during the storage and

possibly use of the finished article. In the ficstse, the finished article does 1
qualify as a treated article. in the latter cabe, finished article would have to |
considered a treated article.

PT7 (film The incorporation of biocidal products of this RTa chemical substance or mixtu

preservatives) or an article generally indicates an intended ¢fie¢he final good and such articles
would qualify as treated articles.

PT8 (wood Biocidal products of PT8 (wood preservatives) wabially be used with the intentid

preservatives) to provide long-term preservation of the wood, Wehieould continue to be effectiv

in the finished good, which would thus qualifyeaseated article.

Exceptions to this may be PT8 biocidal productsduae saw-mill stage or durin
initial storage, which only serve to protect theodoat this stage from harmf
organisms (e.g. short-term preservation of freshtywood with fungicides to preve
the discoloration caused by blue stain forming fumgtil further processing), o
curative treatments of wood before being manufactimto a finished good. Article
made at a later stage from wood that has undergode treatments should not
considered treated articles.

PT9 (fibre, leather,
rubber and
polymerised materials
preservative)

PT10 (construction
material preservatives

The incorporation of biocidal products of this Rila chemical substance or mixty
or an article generally indicates an intended éfiec¢he final good and such articls
would qualify as treated articles.

PT11 (preservatives
for liquid-cooling and
processing systems)

Biocidal products of PT 11 are likely to be usedntyain closed systems. Any trace
of such preservatives in finished goods producethénfacility using these biocida
products should be considered unintentional and tta not qualify the good as
treated article.

However, preserved cooling or processing liquide/elé as systems containing the
have to be considered treated articles when treeplaced on the market.

PT12 (slimicides)

Biocidal products of PT12 are used in industrialgasses to control slime growth
certain stages. Any traces of the AS in a finislggebd should be considerg
unintentional and thus do not qualify the good aseated article. However, ar
liquids, fluids etc. containing slimicides, wherapéd themselves on the market, h
to be considered treated articles.
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PT13 (working or
cutting fluid

Cutting or working fluids are used at certain sg.gé the production process. Any

traces of such preservatives in finished goods yed in the facility using theg

e

biocidal products, should be considered unintealiaand thus do not qualify th

e
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preservatives) good as a treated article. Howeaes;, working or cutting fluids containing
preservatives, when placed on the market, have twohsidered treated articles.

PT14-17, 20 Any chemical substance, mixture or article contagrAS that fall into these PTs aye
(vertebrate pest likely to be classified as biocidal products duetlieir use and the nature of the
control) biocidal effect.

PT18 (insecticides) Chemical substances or mixture containing AS thhtirito this PT are likely to bg
classified as biocidal products due to their usktae nature of the biocidal effect.

D

PT19 (repellents and

attractants) The incorporation of biocidal products of this RTain article generally indicates an
intended effect in the final good, and such arsiclé not biocidal products by

PT21 (antifouling themselves, would qualify as treated articles.

products)

PT22 (embalming and
taxidermist fluids)

24. Question:

Which role has the concentration of the active &rx® in the finished good in order to
decide whether this good is a treated article?

Answer:

In cases where information on the concentratiothefactive substance in the finished
good is available, this may also provide usefulaations. The use of biocidal products
in certain production processes may leave tracéseobiocidal active substances in the
finished good. Preserved chemical mixtures thatesas ingredients for products will
typically be diluted during production, so that tremaining concentration of in-can
preservatives in the finished good is likely tolsow the range where they would be
effective. The presence of low, non-effective, @nications of a biocide, together with
the absence of any other indication that theirgames in the finished good is intentional,
may provide an indication that the finished goodwdtl not be considered as a treated
article with regard to those active substances.

However, there may be cases where a biocidal astibbstance is present in a finished
good at a concentration at which it could potelytiakhibit biocidal activity, but this
presence is still due to a use in an upstreamistppduction and the activity is neither
intended by the manufacturer nor beneficial for fimal article (e.g. the remaining
presence of an in-can preservative in a dried glupaint layer in/on an article, where
preservation of the dried matrix is no longer reed). In cases where an active substance
in sufficient concentration to be active is presardn article or in a part thereof, it needs
to be decided on a case-by-case basis, takingaotount the nature and features of the
article (including claims) and knowledge on the dii@al treatment made during
production, whether the finished good qualifiesadseated article or not with regards to
those active substances.

25. Question:

Could treated articles be defined as articles whasha whole, contain more than 0.1% of
the active substance, in analogy with REACH?
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Answer:

Under REACH, the presence of a chemical identifeed “substance of very high
concern” and constituting0.1% by weight of a given article triggers duties the
supplier to communicate information down the supphain (REACH Regulatioh
Article 33). However, no trigger value for the apption of the requirements of Article
58 of BPR for treated articles has been defingtlisiRegulation.

26. Question :

A sofa that has been treated with a fungicide &v@nt growth of mould during shipping,
, Is that to be regarded as a treated article?

Answer:

The sofa has been treated with a PT 9 preservatioader to prevent deterioration of the
finished good. This function is intended and remarproperty of the sofa, regardless of
whether the sofa is placed in conditions where gheah grow or not. Thus the sofa is to
be regarded as a treated article.

Residues from production process

27. Question:

An article contains residues of a biocidal treattrteat was used during the production
process on some part of the manufacturing equipniéma treatment was not applied on
the article itself. Must the active substance is thiocidal treatment be approved if the
article is imported?

For example, paper could contain traces of a beéotiét was applied as a slimicide to
the printing equipment.

Answer:

No, a treated article is an article that is “trelateith, or intentionally incorporates, a
biocidal product”. In this case the biocide has beén used with the intention to still
have a biocidal function in the finished good. ®fere, for such an imported good, the
active substance does not have to be approvetifouse.

Exemption
28. Question:
What is the scope of the exemption foreseen irckr$8(1) of BPR?

Answer.

Sinsert reference REACH
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29.

30.

The purpose of this provision is to exempt from ridguirements of Article 58 all goods

stored or contained in a premise or, respectivedysported in a container, which was
fumigated or disinfected as the sole biocidal tremtit, on the condition that no residues
would be expected to remain from such treatment.

This provision can be relevant for instance foodpimported from third countries and
which, by virtue of international trade agreemehtsye to undergo a specific treatment
(i.e. fumigation or disinfection) before they cam jplaced on the EU market to prevent
the transmission of organisms presenting a risscatmal or human health.

Question:

Does it cover all goods that were in the premigesontainers when the fumigation or
disinfection took place?

Answer.

The exemption covers all goods that were in thenmes or containers which were
fumigated or disinfected as the sole treatment wiliocide.

Question:

When can it be expected that no residues remain $uch treatments?
Answer.

It is the responsibility of the person placing theated article on the market to assess
whether residues can be expected to remain fromm saatment. If residues remain, the
provisions of Article 58 will apply, if not, the ermption is applicable.

If the person placing the treated article on thekeiaconsiders that no residues remain,
but ad hoccontrols indicate the presence of residues, timelitons for the exemption
will not be met and the provisions of Article 58ap

LABELLING OF TREATED ARTICLES

Claim regarding the biocidal properties of atreated article

31.

Question:

What is a claim regarding a biocidal property?
Answer

In the context of Article 58(3) of the BPR, a claigm statement indicating or implying:

» either that the treated article has a certain edegf protection against unwanted

organisms. In this case, a claim thus refers toedal property of the treated article.
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* or that the treated article has a certain effiGacgction against unwanted organisms. In
this case, a claim refers to a biocidal functiothef treated article.

In cases where a claim is made, the efficacy ofrted article or of the treatment must
be demonstrated in order for the claim to be sulisti@d (see also Question 33).

. Question:

A treated article is marketed with a statement thatcorporates an active substance
solely for the purpose of protecting the articleeB this article have to be labelled?

Answer.

This statement is a claim regarding the biocidalpprties of the treated article. Such a
statement would therefore trigger the labellingoinfation listed under the second
subparagraph of Article 58(3)

Examples of similar statements, which would be még@ as claim regarding the biocidal
properties of the treated article, are given in thldle below according to the type of
substances (mainly preservatives) used to treatemtionally incorporated in the treated

article.

PT6: Preservatives for
products during storage

Contains a preservative to control microbial detation.

PT7: Film preservatives

Contains a preservativeotdrol microbial deterioration.
Contains a preservative to control algal growth.

Contains a preservative to protect the initial ertips of
the treated article.

PT8: Wood preservative

s Contains a preservatieemtrol wood-destroying or
wood-disfiguring organisms, including insects.

PT9: Fibre, leather,
rubber and polymerised
materials preservatives

Contains a preservative to control microbiological
deterioration.

Contains a preservative to antagonise the growthicoo-
organisms on the surface of the treated article.

Contains a preservative to hamper or prevent the
development of odour on/in the treated article.

PT10: Construction
material preservatives

Contains a preservative to control microbial detation.

Contains a preservative to control algal growth.

PT11: Preservatives for
liquid-cooling and
processing systems

Contains a preservative to control harmful orgasisonch
as microbes, algae and mussels.

Product-type 12:
Slimicides

Contains a preservative to control slime growth.

Product-type 13:

Contains a preservative to comtiotobial deterioration
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Working or cutting fluid | in fluids used for working or cutting metal, glass
preservatives other materials.

Product-type 18: Contains an insecticide to to protect the mategainst
Insecticides, acaricides | deterioration.
and products to control

Contains an insecticide.
other arthropods.

Contains an acaricide.

Product-type 19: Contains an insect repellent to protect the mdtagainst
Repellents and deterioration.
attractants.

It should be noted that, although all the abovdestants follow a similar structure
("Contains..."), any wording indicating incorporatiam a treatment with a biocidal active
substance to achieve a biocidal property of thated article would constitute a claim
triggering the labelling requirement.

Substantiated claims

33. Question:

What is to be understood by the term "where subiatad" in Article 58(3)(b) of BPR in
relation to the biocidal property attributed to theated article?

Answer.

'Where substantiated' is to be understood as ‘whgrported with proof or evidence'. In
other words, the label should not provide informaton the biocidal property attributed
to the treated article, when the importer or mactui@r of the treated article is not able
to support the claim through appropriate data. Jiiestantiation of a claim is even more
important in cases where a biocidal function ofttieated article is claimed.

The requirement that any claim made is clear, ateuand substantiated follows also
from the provisions of Directive 2005/29/E6n Unfair Commercial Practices.

Claimswith public health relevance
34. Question:
What is a claim with public health relevance?

Answer.

® 2005/29/EC of the European Parliament and of the €ibah 11 May 2005 concerning unfair business-tosuamer
commercial practices in the internal market andratimey Council Directive 84/450/EEC, Directives 97/Z/B8/27/EC and
2002/65/EC of the European Parliament and of the €iband Regulation (EC) No 2006/2004 of the EuropRarliament
and of the Council
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In the context of the BPR, a claim with public hkalelevance is a statement that a
treated article is expected to provide benefitsirsgjgpathogenic organisms of public
health relevance if used as indicated or impliedHgyperson placing the treated article
on the market.

Claims with public health relevance cover claimatth treated article would protect
users or others against specific pathogenic bagctenuses, fungi or other organisms
such as E. coli, S. aureus, Salmonella sp., Steptois sp., influenza H1N1 virus, and
diseases vectors, such as ticks or mosquitoes.

Claims with public health relevance deserve a grelavel of scrutiny because of their

potential impact on public health. Thus, when sceiims are made on a treated article,
they need to be considered, together with all othéividual properties and functions

and the intended uses of the treated article, endécision as to whether the treated
article may have a primary biocidal function (se®a&uestions 11 and 12)

Antibacterial claim

35. Question:

Is it acceptable to indicate ‘antibacterial' onltdieel of a treated article?
Answer.
Claims such as:

* Antibacterial

* Fight germs

* Kills 99% bacteria

 Provide antibacterial protection

* Control fungus.

indicate that the treated article has a biocidaicfion. Such claims are acceptable
provided they are substantiated as indicated irtlarb8(3) of the BPR.

However, taking into account all other individuabperties, functions and intended uses
of the treated article, this biocidal function ablde considered as a primary biocidal
function.

In such cases, the treated article would be redaadea biocidal product and would have
to be authorised as such.

" The UK disagrees, based on the text of BPR, thaptbgsence of public health claims is a relevantofarct determining
whether a treated article has a primary biocidatfion, and hence is a biocidal product. TherefbecUK disagrees with
this paragraph of the guidance document
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On the other hand, a statement such as 'contaipseservative against microbial
deterioration' would be regarded as a claim reggrdhe biocidal properties of the
treated article, but not about the biocidal functod the treated article.

Morethan one active substance

36. Question:

If the treated article has been treated with biaicmtoduct(s) containing more than one
active substance, should the label refer to alhem, or only to the one(s) that gave rise
to the claim or for which the conditions for thepapval of the active substance so
require?

Answer.

When a treated article has been treated with babg@icbduct(s) containing more than one
active substance, the label only has to mentiosehsubstances that contribute to the
biocidal properties claimed, or for which the cdiuhs for the approval require such

labelling (see also Question 15).

Nanomaterial

37. Question:

If the conditions of the first subparagraph of Al&i58(3) are not fulfilled, but the
biocidal product contains a nanomaterial, is itfsat there is no obligation to indicate
this on a label?

Answer.

The obligation to indicate on the label that atedaarticle contains a nanomaterial only
applies in cases where a claim is made that tlaetiearticle has a biocidal property or
when it contains an active substance for which ¢baditions of approval require
labelling.

Obligation of companies further down the supply chain

38. Question:

What are the obligations of the companies furthewrd the supply chain? Does the
labelling have to remain on the treated articledlghout its life cycle?

Answer.

Companies further down the supply chain have nahéur obligations apart from
suppliers of treated articles, which in accordand#h Article 58(5) have to respond
within 45 days to consumer requests concerningbtbeidal treatment of the treated
article.
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However, if a treated article is incorporated ineav product, which itself will then meet

the definition of a treated article, the persorpossible for placing this product on the
market needs to comply to the labelling provisioharticle 58(3) in cases where those
provisions are triggered.

L ocation of theclaim

39. Question:

Where does a biocidal claim have to be made fallialg to be required? For example, a
treated article is marketed without mention of mat properties, but the accompanying
technical documentation mentions that it has bessated with a biocide with the purpose
to confer a biocidal property.

Answer.

BPR does not specify where a claim has to be nradeder for labelling to be required.
Thus, if the claim is included as part of the techhspecifications of an article, this
would trigger the labelling requirement if a biogighroperty is claimed.

L ocation of the labd

40. Question:

Where does the label for a treated article havieetplaced — must it be affixed to the
article itself or can it be placed on instructi@mgackaging?

Answer.

The decision where to place the label will be esedagcase decision depending on the
individual features of the treated article in qumstArticle 58(6) implies that whenever
possible, the label should be affixed to the teaicle itself, but provided that “Where
necessary because of the size or the functioneofrdated article, the labelling shall be
printed on the packaging, on the instructions f& ar on the warranty (...) unless [the]
Member State provides otherwise”. It is thus a eratf judgement for the person
responsible for the placing on the market whetherlabel can be placed on the treated
article itself, in which case it has to be placeédré, or must be put on the packaging or
instructions.

Responsibility of the person placing thetreated article on the market

41. Question:

How is the relationship between paragraph 3 andgpaph 4 of Article 58 of BPR to be
understood? Who decides if labelling is in any caseessary to protect human beings
and the environment?

Answer.

This is the responsibility of the person placing treated article on the market to decide,
in view of the available information on the hazardfile of the active substance(s) and
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the foreseeable uses of the treated article, opdhsible risks that the treated article may
pose to human or animal health or the environmami whether any relevant
instructions for use should be provided to the esek to minimise that risk.

This also follows from the provisions of Directi&)01/95 on the General Safety of
Products.

Labelling of intermediate or raw materials

42. Question:

Do intermediates or raw materials treated withrentionally incorporating a biocidal
product need to be labelled?

Answer.

If these intermediate or raw materials meet thendefn of a treated article, the
provisions of Article 58 will apply to them if thegre themselves placed on the EU
market. This means that not only the provisiongatelling will need to be observed, but
also those regarding the active substance contamte biocidal product used to treat
these intermediates or raw materials.

43. Question:

Article 58(6) is very limited in the possibilitige submit the information required by the

labelling provisions for treated articles. Aparbrfr a label on the treated article itself,
only use-instructions or warranty papers are maeetioas alternatives. However, for
intermediate or raw materials supplied in the centef business-to-business

transactions, direct labelling may not be practarad use-instructions or warranty papers
are not usually available. Can transport or commkmapers be used to transmit the
required information?

Answer:

The reference to use instructions or warranty pasea means to fulfil the labelling

requirements seems to have been devised with mgodgs geared towards private or
professional end-users in mind. Where intermedateaw materials meet the definition

of a treated article and labelling requirementdyappappears appropriate to interpret the
term "use-instructions” widely and allow the ineusof the required information in any

documentation accompanying the intermediate/rave naht

Sector-specific equivalent labelling requirements

44, Question:

What needs to be done in terms of identifying thasses where sector-specific
equivalent labelling requirements already exist?

Answer.
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It is for the person placing the treated articletlom market and relying on sector-specific
legislation to prove, in case of enforcement actitiat the labelling requirements for
treated articles are adequately addressed thrduglsector-specific legislation, i.e. that
at least equivalent information is provided.

Treated article designed and manufactured to meet a specific order

45. Question:

How is the provision in Article 58(6) of BPR relagj to treated article designed and
manufactured to meet a specific order to be unoledst

Answer.

This provision only applies to treated articlest thiie not produced as a part of series. It
offers some degree of flexibility as to the meahattcan be used to convey the
information to be provided to the customer, butaothe content of this information.

Expiry date
46. Question:

Is it mandatory or acceptable to indicate an exgate on the label of a treated article as
its biocidal function might be limited in time due, for instance, washing off of the
active substance contained in it?

Answer.

There is no legal requirement to indicate an expinadate on the treated article.
Manufacturers of the article can however do itatrtown will if they deem it useful.

Placing on the market

47. Question:

How is 'placing on the market' to be interpretedtie context of the labelling
requirements of Article 58(3) — is labelling reaadrfor each individual treated article
placed on the market after 1 September 2013, oribml new product type or model is
placed on the EU market for the first time?

Answer:
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Placing on the mark&ts the initial action of making a product availatibr the first time
on the EU market, with a view to distribution oreus the Community. The concept of
placing on the market refers to each individualdpi, not to a type of product, and
whether it was manufactured as an individual uniinoseries. This means that even
though a product model or type has been marketesbldrbefore the BPR has entered
into force, individual units of the same model ypd, which are made available on the
market after 1 September 2013 must comply withemesv requirements.

TRANSITIONAL ARRANGEMENTSFOR TREATED ARTICLES

The transitional rules concerning treated artieleslaid down in Article 94 of the BPR. This
article was recently modified by Regulation (EU) R84/2014 amending Regulation (EU)
No 528/2012, and the below guidance is based oarttended text.

48. Question:

From when does the requirement of Article 58(2)lapipat a treated article may only be
placed on the market if all active substances @izetteating it are approved or included
in Annex | of BPR?

Answer:

Up to 1 March 2017, treated articles placed onEblemarket may still have been treated
with biocidal active substance neither approvedliohed in Annex | of BPR, nor under
evaluation in the review programme.

From 1 March 2017, treated articles may only becgdaon the EU market if all the
biocidal active substances they have been treatthd ake either approved/included in
Annex | of BPR, and thus comply with Article 58(2); are under evaluation in the
review programme.

49. Question:

An article is treated with a biocide containingaative substance that is not yet approved
in the EU, but is included in the review programimethe relevant product type. Can this

article continue to be marketed until a decisiotaleen on the approval/non-approval of

the active substance? What happens after suchsaaters taken?

Answer:

For more information on the concept of ‘placing othe market, please refer to
http://ec.europa.eu/enterprise/policies/single-rmadoods/files/blue-guide/quidepublic_en.pdf
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A treated article can continue to be placed on rtteeket after 1 March 2017 if the
relevant active substance/PT combination is induidethe review programme (i.e. the
work programme referred to in Article 89(1)) bytldate.

In case a decision is taken after 1 September 8616 approve the active substance for
the relevant PT, the treated article can only laegd on the market for another 180 days
after this decision.

In case a decision is taken to approve the substanthe appropriate PT (and use, where
relevant), the transitional rules continue to apphyil the date of approval (which, for
active substances in the review programme, iswia years later than the decision). This
may be relevant in cases where certain provisiamgearning the use of the active
substance for treated articles are included inddngsion, e.g. labelling requirements or
use restrictions.

50. Question:

For the transitional rules of Article 94 to apply,it relevant whether the treated article
was already on the market when the BPR came imte fd. September 2013)?

Answer:

According to the amended text provided by RegufatfEU) No 334/2014 it is not
necessary that a treated article was already oklthmarket on 1 September 2013 for the
transitional rules to apply.

51. Question:

An existing active substance, used to make a tteatécle, is subject to a non-approval
decision. As far as one knows, no new applicatialh lve made to support the active
substance. What are the consequences for thedraxdiele?

Answer:

If a non-approval decision for an active substaadaken before 1st September 2016, the
treated article can continue to be placed on thé&ehantil 1 March 2017.

For treated articles manufactured in the EU, the-agproval decision will however also
affect the availability of biocidal products thaancbe used for the treatment. Biocidal
products containing an active substance subjeet non-approval decision can only be
made available on the market for 12 month afterddte of such a decision, and be used
for 18 month after the date of the decision.

If a decision on the non-approval of an active s is taken after 1 September 2016,
the treated article can only be placed on the mafide another 180 days after the
decision.

Considering that biocidal products containing amivacsubstance subject to a non-

approval decision can be made available on the ehaakd used for another 12/18

months, respectively, after the date of the dewjsiowill in this case still be possible to

manufacture treated articles in the EU. Howeveegradxpiry of the 180 day-deadline for
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the placing on the market of the treated articlhenEU, such treated articles can only be
manufactured for export.

Please note that the deadlines for treated artmd@sern explicitly the placing on the
marketof treated articles, i.e. the firgtaking available on the market of an individual
product. Any later making available on the marketd. (further supply and distribution)

and use of this same individual treated articleotscovered by the scope of the BPR.

52. Question:

What if a treated article has been treated withnoorporates an active substance for
which an application for approval has been madsyant to Article 94? Can it already be
placed on the market during the review of the acsivbstance?

Answer:

Until 1 March 2017, Article 94 provides a generatabation for treated articles treated
with or incorporating active substances which agher approved, included in Annex I,
or under evaluation in the review programme.

If an application for the approval of such an aetubstance for the relevant PT has been
submitted before the 1 September 2016, the treatiécle may still be placed on the
market after 1 March 2017 until a decision is takanthe approval/non-approval of the
active substance for this PT.

If an application for approval of such an activéstance is submitted after 1 September
2016, a treated article that has been treateditwathintentionally incorporates it can only
be placed on the market once the active substasbden approved for the relevant PT.

However, it should be noted that unless one ofdérgations foreseen in BPR for the
authorisation of biocidal products applies, it witht be possible to use in the EU in the
manufacture of treated articles a biocidal produmbtaining an active substance for
which the submission will have been made pursua#dtrticle 94. This will only become
possible once the new active substance is apprvedhe product authorised.

53. Question:

Why should a person responsible for placing onntlaeket of a treated article be aware
about the progress in assessing the active sulestaith which the article has been
treated?

Answer:

Persons responsible for placing on the marketaaddearticle should careful monitor the

progress in assessment of the relevant active aautest to be aware of upcoming

decisions concerning them. In case of a non-appmee@ision, a strict deadline applies

after which the treated article can no longer @@l on the market. But also in case on
an approval decision, the approval may be subgecettain use restrictions or labelling

obligations for treated articles may be prescribed.

54. Question:
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Article 94 on the transitional measures concernirgated articles does not include
specific provision for the labelling of treated ields. Is there a deadline when the
labelling of treated articles has to comply witk frovisions of Article 58(3)?

Answer:

The BPR does indeed not foresee transitional mesdar the labelling of treated articles.
This means that the requirement for labelling based claimmade by the manufacturer
in Article 58(3) applied from the date of cominganapplication of the BPR, i.e. 1

September 2013, and all treated articles placetherEU market after this date have to
comply with the labelling requirement.

It should be noted that the labelling provisionsadicle 58(3) concerns the "placing on
the market", but not the subsequent supply, andttieae is no mandatory labelling of all
treated articles already present in the supplyncbail September 2013.

Labelling requirements imposed by conditions in Huive substance approval apply
from the date of approval. For substances evaluatedhe frame of the review
programme, this date, is specified in the appra\alision and usually is two year after
the issuing of the decision.

MISCELLANEOUS

Link with Article 95

55. Question:

Does Atrticle 95 of the BPR apply to treated ar8i¢cliee. can a mixture or article only be
treated with or intentionally incorporate a biodigeoduct containing an active substance
if the supplier has submitted a dossier or a letterccess to ECHA?

Answer.

No, the requirements on alternative suppliers itiche 95 do not directly apply to
substances used only in treated articles goverpeitticlie 58 of BPR. However, it does
apply to substances placed on the EU market indabproducts, or with the intention of
being used in biocidal products, and thus may levendirect effect for treated articles
produced in the EU, as the biocidal products usedito comply with Article 95.

Packaging
56. Question:

For the purpose of the provisions on treated adidls the packaging of a treated article
regarded as part of the article itself?

Answer:
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According to ECHA guidance for the REACGRegulation, packaging does not become
part of the packaged article, but remains a separétle.

However, packaging materials meeting themselvesddfmition of a ‘treated article’
have to comply with Article 58 of BPR when placedtbhe market.

Therefore, an importer placing on the EU marketeated article together with its
packaging have to consider whether the packaging coastitute a treated article, and
provisions of article 58 need to be observed.

57. Question:

Is primary and secondary packaging of products sagimedicinal products, medical
devices and cosmetics covered by the exemptiotinése products according to Article 2
(2), so that the provisions for treated articleslemthe BPR do not apply to the
packaging?

Answer.

The BPR exempts treated articles from its scopbeay are within the scope of certain

other legislations. This means the primary and @&y packaging would be subject to

BPR rules only in cases where the packaging optbducts is not addressed by the rules
governing this type of products.

It needs also to be kept in mind that if packagmagerials treated with biocidal products
are placed on the EU market before being used t¢&age products exempt from the
scope of BPR, they would be fully covered by tleated article rules of BPR.

Additional I nformation

58. Question:

Where can | find information on active substancppraved for the use in biocidal
products in the EU, the conditions and restrictiémis use, and on substances under
evaluation in the biocides review programme?

Answer:

In general, the European Chemicals Agency's webpage
(http://echa.europa.eu/requlations/biocidal-produetgilatio) contains a wealth of useful
information in relation to biocides and treatedcies.

In  particular it provides a list of approved activesubstances
(http://echa.europa.eu/en/requlations/biocidal-petsluegulation/approval-of-active-
substances/list-of-approved-active-substaphcasd the list of active substances and their

® REACH Guidance on requirements for substancesticles
http://echa.europa.eu/documents/10162/13632/astiele pdf
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suppliers (the so-called Article 95 listip://echa.europa.eu/information-on-chemicalsyaeti
substance-suppliersvhich gives comprehensive information on all eetsubstances for
which a dossier has been submitted, covering ophoged active substances and active
substances under evaluation.

Moreover, the opinions of the Biocidal Products @attee (BPC) of ECHA on active
substances are published on the BPC website, apdomsain pertinent information for
their use In treated articlestip://echa.europa.eu/web/guest/requlations/bidgicaducts-
regulation/approval-of-active-substances/bpc-opigion-active-substance-approval

Additional questions can be addressed to the reltibelpdesks in individual EU
Member States or the helpdesk of ECHA (see list aantact points at
http://echa.europa.eu/support/helpdésks
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Appendix 1

Product Examples

The examples below are indicative and refer totypecal categorisation of a listed product groupeTassessment of whether any individual
product is a treated article, a biocidal productneither of the two must be made on a case-by-bases, taking into account all its

characteristics.

Biocidal product

Treated article

Not atreated article

Disinfecting wipe

Article in which a disinfectantas incorporated t
generate an antimicrobial surface (e.g. chopy
board or equipment in the production of foodstuff

b Components or intermediate forms which w
vidiginfected (which are not themselves placed
the EU market)

ere
on

An article which has been disinfected (in the fasj
it is placed on the EU market) to render it steoite
reduce contamination

Wooden article, or wooden components of
complex article, impregnated with an insectici
wood preservative in order to protect it frg
becoming infested

\Wooden components of a complex article, or
dattermediate form of a wooden article (which :
mot themselves placed on the EU market)

have been treated with an insecticide (e.g.
fumigation) in order to remove a prese
infestation

an
are
hat

by
Nt

Wooden article treated with an insecticide (e.g.
fumigation) in order to remove a present infestatiq

by
D

Speciality paper incorporating a preservative
order to protect the finished article during usehs
as anti-mould treated papers

Paper made of paper pulp (cellulose
incorporating a preservative in order to proteet
upulp (an aqueous mixture) during storage be
use in the manufacturing of paper; equg
incorporation of a preservative in oth
intermediates such as starch, pigments, coat
or fillers during storage

th
ore
ally
er
ings

Paper resulting from a production process wh
slimicides were used in order to avoid sli
development in the paper machine and in
process water system

ere
me
the

Mixtures like paints, glues, inks, detergents, ¢

eiComplex articles containing e.g. glues, in

containing an in-can preservative

ks,

paints which had in-can preservatives adde(

1 in
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ese
he

order to protect them during storage, where th
preservatives have no further function in
finished good

and
din
his
nin

Paint, detergents, etc. containing an additive,
that additive had an in-can preservative adde
order to protect its during storage, where t
preservative has no further preserving functior
the final product

Paints and coatings containing a fungicide to fi
existing mould infestations (anti-mould paint)

gRuints and coatings containing a preservative
extends the durability of the applied layer

that

Paints and coatings intended to prevent micro
settlement and growth in order to provide a ge
free environment e.g. in hospitals

bial
rm-

Complex articles containing e.g. paints, adhes
which contain a film preservative in order to puait
the paint/glue layer during use of the article

VES

4%

Leather goods (shoes, seats) treated with a fudey
protecting the leather from decay

Textiles, or textile components of complex articl
treated with a preservative in order to incre
durability of the fabric (also when used in mu
component articles)

Mosquito net treated with an insecticide or ing
repellent

eCextiles, or textile components of complex artigl
treated with an insecticide in order to protect
fabric from destruction by insects

Insect-repelling bracelets

Clothes treated witlinaect repellent

Clothes treated with a biocidal product in ordef
control odour-forming bacteria (also when used
multi-component articles)

Kitchen sponge treated to inhibit microbial grow
during use

yth

Plastic articles, or plastic components of comg
articles, incorporating a preservative that prate
them against harmful organisms and increg
durability of the material

r@rticles,
\qeslymerisation

lex
rs,
ed
ng
ese

I&fastic articles or plastic components of comp
made of ingredients (monomeg
aids, etc.) which contain
preservatives in order to protect them dur
storage and manufacture, where th
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preservatives have no further function in
finished good

Antifouling paints

Fishing or aquaculture equipmend boats treate
with antifouling products

d

Stuffed animals, which have been impregnated
taxidermist fluids containing (e.g. insecticides

preservatives)

with
or
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Appendix 2

Extracts from Regulation (EU) No 528/2012

Article 3
Definitions

1. For the purposes of this Regulation, the follaywlefinitions shall apply:

(a) ‘biocidal product’ means

— any substance or mixture, in the form in whicis isupplied to the user,
consisting of, containing or generating one or namtéve substances, with the
intention of destroying, deterring, rendering hassl, preventing the action of,
or otherwise exerting a controlling effect on, dwaymful organism by any
means other than mere physical or mechanical action

— any substance or mixture, generated from subssamcmixtures which do
not themselves fall under the first indent, to beduwith the intention of
destroying, deterring, rendering harmless, preugrttie action of, or
otherwise exerting a controlling effect on, anyrhfal organism by any means
other than mere physical or mechanical action.

A treated article that has a primary biocidal fumetshall be considered a biocidal
product.

[..]

() ‘treated article’ means any substance, mixtorearticle which has been treated
with, or intentionally incorporates, one or moredidal products;

Article 4
Conditions for approval

[...]

3. The approval shall specify the following conalits, as appropriate:

[...]

(d) manner and area of use including, where relevese in treated articles;

[..]

Article 58

Placing on the market of treated articles
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This Article shall apply exclusively to treatadicles within the meaning of Article
3(1)() that are not biocidal products within theaning of Article 3(1)(a). It shall
not apply to treated articles where the sole treatmandertaken was the fumigation
or disinfection of premises or containers usedstorage or transport and where no

residues are expected to remain from such treatment

A treated article shall not be placed on theketaunless all active substances
contained in the biocidal products that it was tedawith or incorporates are
included in the list drawn up in accordance withtidde 9(2), for the relevant
product-type and use, or in Annex I, and any caoowlt or restrictions specified

therein are met.

The person responsible for the placing on th&keta@f a treated article shall ensure

that the label provides the information listedhe second subparagraph, where:

— in the case of a treated article containing aidel product, a claim is made by
the manufacturer of that treated article regardivegbiocidal properties of

the article, or

— in relation to the active substance(s) concerhedjng particular regard to the
possibility of contact with humans or the releas® ithe environment, the
conditions associated with the approval of the vactsubstance(s) so

require.

The label referred to in the first subparagraphllspaovide the following

information:
(@) a statement that the treated article incorpsrhiocidal products;
(b) where substantiated, the biocidal propertytatted to the treated article;

(c) without prejudice to Article 24 of RegulatioB@) No 1272/2008, the name of

all active substances contained in the biocidatipcts;

(ca) the name of all nanomaterials contained acibal products, followed by the

word "nano" in brackets;
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(d) any relevant instructions for use, including @necautions to be taken because
of the biocidal products with which a treated aetigvas treated or which

it incorporates.

This paragraph shall not apply where at least edeint labelling requirements for
biocidal products in treated articles to meet infation requirements concerning

those active substances already exist under sgogmific legislation.

Notwithstanding paragraph 3, the person respn$or placing on the market of a
treated article shall label it with any relevanstmictions for use, including any

precautions to be taken, if this is necessaryatept humans and the environment.

Notwithstanding paragraph 3, the supplier okated article shall, upon request by a
consumer, provide, within 45 days, free of changéormation on the biocidal

treatment of the treated article.

The labelling shall be clearly visible, easdégible and appropriately durable. Where
necessary because of the size or the functioneofréfated article, the labelling shall
be printed on the packaging, on the instructionsufse or on the warranty in the
official language or languages of the Member Statentroduction, unless that
Member State provides otherwise. In the case dtdck articles, which are not
produced as part of a series, but rather designeédarenufactured to meet a specific
order, the manufacturer may agree other methogsowiding the customer with the

relevant information.

Article 94
Transitional measures concerning treated articles

1. By way of derogation from Article 58(2), a tredtarticle treated with or intentionally

incorporating one or more biocidal products contajronly active substances that are under

examination for the relevant product-type in thekvorogramme referred to in Article 89(1)

on 1 September 2016 or for which an applicatiorefmproval for the relevant product-type is

submitted by that date, or containing only a corabon of such substances and active

substances included in the list drawn up in accordawith Article 9(2) for the relevant
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product-type and use or included in Annex |, maylseed on the market until one of the

following dates:

(a) in the case of a decision adopted after 1 &dpte 2016 to reject the application
for approval of, or not to approve, one of the\axzgubstances for the relevant

use, the date falling 180 days after such a degisio

(b) in other cases, the date of approval for theveat product-type and use of the

last active substance to be approved and contairtbéeé biocidal product.

2. By way of further derogation from Article 58(2% treated article treated with or
intentionally incorporating one or more biocidabgucts containing any active substances
other than those referred to in paragraph 1 of Alnigle or those included in the list drawn
up in accordance with Article 9(2) for the relevanbduct-type and use or included in Annex

I, may be placed on the market until 1 March 2017.

ANNEX V

BIOCIDAL PRODUCT-TYPESAND THEIR DESCRIPTIONS
ASREFERRED TO IN ARTICLE 2(2)

MAIN GROUP 1: Disinfectants

These product types exclude cleaning productsatteanot intended to have a biocidal effect,
including washing liquids, powders and similar prois.

Product-type 1: Human hygiene

Products in this group are biocidal products usechtiman hygiene purposes, applied on or
in contact with human skin or scalps for the priynaurpose of disinfecting the skin or scalp.

Product-type 2: Disinfectants and algaecides ntanohed for direct application to humans
or animals

Products used for the disinfection of surfaces,enmls, equipment and furniture which are
not used for direct contact with food or feedingffst

Usage areas include, inter alia, swimming poolsiaggms, bathing and other waters; air
conditioning systems; and walls and floors in pyaublic, and industrial areas and in other
areas for professional activities.

Products used for disinfection of air, water noedigor human or animal consumption,
chemical toilets, waste water, hospital waste anid s
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Products used as algaecides for treatment of swigupools, aquariums and other waters
and for remedial treatment of construction matsrial

Products used to be incorporated in textiles, éissunasks, paints and other articles or
materials with the purpose of producing treateitlag with disinfecting properties.

Product-type 3: Veterinary hygiene

Products used for veterinary hygiene purposes asdfisinfectants, disinfecting soaps, oral
or corporal hygiene products or with anti-microldiatction.

Products used to disinfect the materials and sesfaassociated with the housing or
transportation of animals.

Product-type 4: Food and feed area

Products used for the disinfection of equipmenttaimers, consumption utensils, surfaces or
pipework associated with the production, transpstdrage or consumption of food or feed
(including drinking water) for humans and animals.

Products used to be incorporated into materialghviiay enter into contact with food.
Product-type 5: Drinking water

Products used for the disinfection of drinking wdte both humans and animals.
MAIN GROUP 2: Preservatives

Unless otherwise stated these product-types inatundie products to prevent microbial and
algal development.

Product-type 6: Preservatives for products durtogage

Products used for the preservation of manufactypeaducts, other than foodstuffs,
feedingstuffs, cosmetics or medicinal products edital devices by the control of microbial
deterioration to ensure their shelf life.

Products used as preservatives for the storagseoofurodenticidgnsecticide or other baits.
Product-type 7: Film preservatives

Products used for the preservation of films or iogst by the control of microbial
deterioration or algal growth in order to protehe tinitial properties of the surface of
materials or objects such as paints, plastics,astsal wall adhesives, binders, papers, art
works.

Product-type 8: Wood preservatives

Products used for the preservation of wood, fromh iacluding the saw-mill stage, or wood
products by the control of wood-destroying or wabskiguring organisms, including insects.

This product type includes both preventive and tovggroducts.
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Product-type 9: Fibre, leather, rubber and polyssetimaterials preservatives

Products used for the preservation of fibrous dymerised materials, such as leather, rubber
or paper or textile products by the control of mimplogical deterioration.

This product-type includes biocidal products whightagonise the settlement of micro-
organisms on the surface of materials and therdfaraper or prevent the development of
odour and /or offer other kinds of benefits.

Product-type 10: Construction material preservative

Products used for the preservation of masonry, ositgp materials, or other construction
materials other than wood by the control of micoddigical, and algal attack.

Product-type 11: Preservatives for liquid-coolimgl @rocessing systems

Products used for the preservation of water orrdifjaids used in cooling and processing
systems by the control of harmful organisms sucmiasobes, algae and mussels.

Products used for the disinfection of drinking wade of water for swimming pools are not
included in this product type.

Product-type 12: Slimicides

Products used for the prevention or control of sligrowth on materials, equipment and
structures, used in industrial processes, e.g.avdvand paper pulp, porous sand strata in oil
extraction.

Product-type 13: Working or cutting fluid preservas

Products to control microbial deterioration in flsiused for working or cutting metal, glass
or other materials.

MAIN GROUP 3: Pest control
Product-type 14: Rodenticides

Products used for the control of mice, rats or otleeents, by means other than repulsion
or attraction.

Product-type 15: Avicides
Products used for the control of birds, by meahsthan repulsion or attraction.
Product-type 16: Molluscicides, vermicides and piaid to control other invertebrates

Products used for the control of molluscs, wormd avertebrates not covered by other
product types, by means other than repulsion caaitn.

Product-type 17: Piscicides

Products used for the control of fish, by meangothan repulsion or attraction.
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Product-type 18: Insecticides, acaricides and ptsdio control other arthropods

Products used for the control of arthropods (&sggcts, arachnids and crustacg¢amg means
other than repulsion or attraction.

Product-type 19: Repellents and attractants

Products used to control harmful organisms (in\edtes such as fleas, vertebrates such as
birds, fish, rodents), by repelling or attractimgcluding those that are used for human or
veterinary hygiene either directly on the skin wdirectly in the environment of humans or
animals.

Product-type 20: Control of other vertebrates

Products used for the control of vertebrates othan those already covered by the other
product-types of this main group, by means othan tlepulsion or attraction.

MAIN GROUP 4: Other biocidal products
Product-type 21: Antifouling products

Products used to control the growth and settleroefduling organisms (microbes and higher
forms of plant or animal species) on vessels, agtae equipment or other structures used
in water.

Product-type 22: Embalming and taxidermist fluids

Products used for the disinfection and preservatibmuman or animal corpses, or parts
thereof.
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[...

]

14.

[...

]

ANNEX VI

COMMON PRINCIPLES FOR THE EVALUATION OF DOSSIERS
FOR BIOCIDAL PRODUCTS

A risk assessment on the active substancentnesthe biocidal product shall

always be carried out. If there are, in additiany substances of concern present in
the biocidal product then a risk assessment skatbbried out for each of these. The
risk assessment shall cover the proposed normaifuike biocidal product, together
with a realistic worst-case scenario including eglgvant production and disposal
issue. The assessment shall also take accountoéig "treated articles” treated
with or containing the product may be used andatisd of. Active substances that

are generated in-situ and the associated precwsikalisalso be considered.
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Appendix 3

CA-Sept14-Doc.6.1 (revision of Dec. 2014)

EUROPEAN COMMISSION
DIRECTORATE-GENERAL
ENVIRONMENT

Directorate A — Green economy

ENV.A.3 - Chemicals

NOTE FOR DISCUSSION WITH COMPETENT AUTHORITIESFOR BIOCIDAL PRODUCTS

Subject: Treated articles

This document is an attempt to provide guidanciaéninterest of consistency, and has been
drafted by the Commission services responsibléifaeidal products with the aim of finding
an agreement with all or a majority of the Membtat&' Competent Authorities for biocidal
products. Please note, however, that Member Statesnot legally obliged to follow the
approach set out in this document, since only therCof Justice of the European Union can
give authoritative interpretations on the conteotd&Jnion law.

1. Background and purpose of the document

Concerns were raised by various stakeholders (teadtk industry associations, third
country governments; see document CA-March14-Dbyg #hat the current interpretation
of the BPR provisions on treated articles as ladml in the Note for Guidant® will
pose serious practical problems for business oprstat

To allow successful implementation of Article 58thé BPR, it is necessary to ensure that
it is practically possible for business operatoos comply with the rules, and for
enforcement authorities in the MSs to assess camg#i Therefore the Commission has
critically reviewed the interpretation currentlyopided in the Note for Guidance and
proposes the following understanding and approachhie implementation of Article 58,
which is considered appropriate to maintain a héyel of consumer protection while at
the same time decreasing the burden on businesatorse

10 CA-Sept13-Doc.5.1.eFrequently asked questions on treated articleadorsed by the CA meeting in
September 2013,
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2. Proposed approach

Article 3(1) (I) of the BPR defines a treated detias '...any substance, mixture or article
which has been treated with, or intentionally ipmates one or more biocidal products'.
As indicated in Article 58 (2) to (4), the provie®of Article 58 apply to treated articles in
the form in which they are placed on the EU matkethe following also referred to as

"finished goods").

The definition of "treated with or intentionallydarporates” in Article 3 implies that the
treatment with or incorporation of a biocidal protlis made with the intention to confer a
biocidal property (or even a biocidal function)the treated article and would thus lead to
a beneficial and desired effect in the finisheddyfmg. protecting it from bio-degradation
during storage or use). Following this notion ofredted with or intentionally
incorporating”, it is appropriate to exclude biaditteatments or incorporation of biocides
in a substance, mixture or article, or individuahstituents thereof, which were made in
the course of manufacturing merely in order to quenfa specific biocidal function at that
stage of the process, but which will not have aenided biocidal effect in the finished
good as placed on the EU market.

In the case of "complex" articles made up of ddfercomponents and/or materials, it is
unlikely that the treatment or incorporation of iadidal product concerns uniformly all

components/materials. Nevertheless, one or seiret@aidual components/materials of a
complex article may have been treated with or ipomate a biocidal product, and the
biocidal property or function conferred to thesemponents/materials may still be
beneficial for the finished good as such (e.g. bgreasing overall durability of the

complex article). Such complex articles should dlesegarded as treated articles.

3. Criteriatoidentify treated articles

In practice, the decision whether a finished gaod treated article will have to be taken
principally on two levels: firstly by the persorspmnsible for placing the good on the EU
market (typically the manufacturer or the importeahd secondly by the enforcement
authorities responsible for checking compliancélie rules applicable to a certain good.
Indications whether a biocidal treatment has aenitidnal biocidal effect in a finished
good can come from the criteria listed below. Tbay be used on both of these levels, but
probably to varying extents, as not all the rel¢éwaformation may be available on each of
these levels. A decision on whether a good placedthe EU market intentionally
incorporates a biocidal product and thus is comedie treated article will always have to
take into account all characteristics of the agti@hcluding claims) and any available
knowledge on the biocidal treatment made duringlpction.

Important elements to consider for such a deciaren

i) Claims concerning a biocidal property or function of the finished good or part
thereof:

Claims on a finished good have an important roleindicating the intentional
presence of a biocidal active substance that eadyeneficial and indented effect.
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In all cases where a claim concerning a biocidatfion of a finished good is made, it
is evident that the presence of a biocidal actwestance in the finished good is
intended by the manufacturer. Such goods will abMag considered treated articles,
if, based on their overall characteristics, theyra qualify as a biocidal product
themselves.

Also a claim on a biocidal properfye. that the finished good is protected agdnst
degradation) clearly indicates an intentional pneseof a biocidal active substance in
the finished good. Moreover, also more implicitila not directly referring to a
biocidal action but e.g. concerning an increasedlhallity or anti-odour properties of a
textile can be taken as an indication that thegmes of a biocidal active substance in
the good is intentional. In this case, the good lkdae considered a treated article
unless the manufacturer/importer can present comgrjustification that the claimed
property is not due to the biocidal treatment tres led to the presence of the biocidal
active substance.

If a biocidal active substance is present in theslfied good, the absence of a claim
does not automatically imply that the presencehef gubstance is unintentional. In
these cases, other criteria like the available kedge on the biocidal treatment made
during production, on the uses and effective comagan of the active substance
present, its concentration, need to be consideretbtide whether the finished good
gualifies as a treated article.

i) The PT of thebiocidal product used for the treatment:

Knowledge about the biocidal treatment and the iBacproduct used for this

purpose, including the PT it is authorised for, e best source of information to
determine whether the presence of a biocidal acestance in a finished good is
intentional or not. However, if a biocidal activabstance is present in a finished
good, and no information is available on the biatitteatment that lead to this
presence, the PT(s) for which an active substam@pproved in the EU may give
indications about whether its presence is inteafioor unintentional (see table
below).

PT1 (human hygieng
disinfectants)

2 Any chemical substance, mixture or article contagnAS that fall
into this PT are likely to be classed as biocidaldpcts due to thei
use and the nature of the biocidal effect.

PT2 (disinfectants)

PT3 (veterinary
hygiene products)

PT4 (food and feed
area disinfectants)

Chemical substances or mixture contairdjive substanciat fall
into this PT are likely to be classed as biocidaldpcts due to thei
use and the nature of the biocidal effect.

The incorporation of biocidal products of this P an article
generally indicates an intended effect in the figabd, and suc
articles, if not biocidal products by themselveqyuld qualify as
treated articles

PT5 (drinking water
disinfectants)

Any chemical substance, mixture or article contaniactive
substancehat fall into this PT are likely to be classedhascidal
products due to their use and the nature of theidabeffect.
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PT6 (preservatives
for products during
storage)

Biocidal products of PT6 are widely used to presgykoducts durin
storage. If the preserved good goods (a chemidetance or mixtur
or an article) itself is placed on the market iblifies as a treate
article.

Chemical substances and mixtures containing arampreservativ
may however be further used as ingredients in tlaufacturing
process of other finished goods. If the in-can @nestive of such a
ingredient has no further intended biocidal functi@ater in the
finished good, the residual presence of presemststemming fro

preserved ingredients should not qualify the fiatlgood as a treated
article.

Also solid components used in the manufacture airaplex finished
article may incorporate a PT6 preservative. In stedes it needs to
be considered whether the preservation is relemalygtduring storage
of this component (and not later in the finishetick), or whether the
preservation is also beneficial during the storagd possibly use gf
the finished article. In the first case, the fimdharticle does nat
qualify as a treated article. In the latter calse,finished article would
have to be considered a treated article.

PT7 (film The incorporation of biocidal products of this P & chemica

preservatives) substance or mixture or an article generally in@isaan intended
effect in the final good and such articles wouldalify as treated
articles

PT8 (wood Biocidal products of PT8 (wood preservatives) widlually be used

preservatives) with the intention to provide long-term preservatiof the wood,

which would continue to be effective in the finishegood, which
would thus qualify as a treated article.

Exceptions to this may be PT8 biocidal productsduesesaw-mill
stage or during initial storage, which only servgtotect the wood at
this stage from harmful organisms (e.g. short-tgmaservation of
freshly cut wood with fungicides to prevent thecdi®ration caused
by blue stain forming fungi until further procesgin or curative
treatments of wood before being manufactured intmiahed good.,
Articles made at a later stage from wood that hadetgone such
treatments should not be considered treated asticle

PT9 (fibre, leather,
rubber and
polymerised
materials
preservative)

PT10 (construction
material
preservatives)

The incorporation of biocidal products of this P & chemica
substance or mixture or an article generally ingisaan intended
effect in the final good and such articles wouldalify as treated
articles

PT11 (preservatives
for liquid-cooling
and processing

Biocidal products of PT 11 are likely to be usedintyain closed
systems. Any traces of thactive substancén finished goods
produced in the facility using them should be cdesed unintentional
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systems)

and thus do not qualify the good as #elearticle.

However, preserved cooling or processing liquidsval as system
containing them, have to be considered treatedl@stwhen they ar
placed on the market.

(O

PT12 (slimicides)

Biocidal products of PT12 are used in industriggasses to contrg
slime growth at certain stages. Any traces ofgbtve substancia

finished goods should be considered unintentiomal taus do no
qualify the good as a treated article. However, laqyids, fluids etc.
containing slimicides, when placed themselves emtlarket, have to
be considered treated articles.

PT13 (working or
cutting fluid
preservatives)

Cutting or working fluids are used at certain sgagéthe productior
process. Any traces of the preservative of suchdglun finished
goods should be considered unintentional and tbusod qualify the
good as a treated articlelowever, any working or cutting fluid
containing preservatives, when placed on the markate to be
considered treated articles.

n

PT14-17, 20
(vertebrate pest
control)

Any chemical substance, mixture or article contaniactive
substancehat fall into these PTs are likely to be classediacidal
products due to their use and the nature of theidabeffect.

PT18 (insecticides)

PT19 (repellents ang
attractants)

PT21 (antifouling
products)

PT22 (embalming
and taxidermist

fluids)

Chemical substances or mixture contairfajive substanciat fall
into this PT are likely to be classed as biocidaldpcts due to their
use and the nature of the biocidal effect.

The incorporation of biocidal products of this P an article
generally indicates an intended effect in the figabd, and such
articles, if not biocidal products by themselvegyuld qualify as
treated articles

iii) The concentration of the ASin thefinal article:

The use of some biocidal products in certain pradocprocesses is likely to leave
only traces, of biocidal active substances in theslied good. Preserved chemical
mixtures that serve as ingredients for productd typically be diluted during
production, so that the remaining concentratiomafan preservatives in the finished
good is likely to be below the range where they Mdae effective. The presence of
such low, non-effective, concentrations of a biecibgether with the absence of any
other indication that their presence in the finglgeod is intentional, may provide an
indication that the finished good should not besidered as a treated article with
regard to those active substances.

However, there may be cases where a biocidal astilsstance is present in a finished
good at a concentration at which it could potehtiekhibit biocidal activity, but this
presence is still due to a use in an upstream istgpoduction and the activity is
neither intended by the manufacturer nor benefitmal the final article (e.g. the
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remaining presence of an in-can preservative imieddylue or paint layer in/on an

article, where preservation of the dried matrixéslonger required). In cases where
an active substance in sufficient concentratiobg@ctive is present in an article or in
a part thereof, it needs to be decided on a casady basis, taking into account the
nature and features of the article (including cBirand knowledge on the biocidal

treatment made during production, whether the Higis good qualifies as a treated
article or not with regard to those active substanc

The above criteria may be applied equally to fiaglgoods manufactured in the EU, or
such imported from non-EU countries. In the latt&se, however, the available

information on biocidal treatments made during nfacture may be less available and the
onus is on the importer to provide justificatiorattithe presence of a biocidal active
substance present in the good is not intentionadlorEement authorities may encounter
finished goods that are imported from third cowwsrand which contain a chemical that
has potentially a biocidal activity, but is not apged, included in Annex | to BPR or

under review as a biocidal active substance inBbe In such cases, it will need to be
decided in the first place whether this presen@uesto a biocidal use of the chemical, or
whether it has been used for other purposes than ltha biocidal use is suspected or
established, the above criteria, apart from coteni) concerning PTs, can be used as
indications on whether the good should be consttlasea treated article or not. The onus
is on the person responsible for the placing onBtemarket to justify that the chemical

has not been used for biocidal proposes, or ifag, that the remaining presence of the
active substance it in the finished good is noéntibnal and that it confers no intended
biocidal property. In case the finished good doet qualify as a treated, the chemical
having potential biocidal activity does not need ie approved as biocidal active

substance/included into Annex l/under review in EU.

Treatments that do not confer a biocidal propeayttie finished good, but remove
manifest infestations (e.g. disinfection of ancheti fumigation with an insecticide), may
lead to significant residues when done on the Higils good. Such goods should also
qualify as treated articles. However, treatmentsdenan intermediate forms, or on
individual components of a complex article or a tmig are excluded, unless these are
themselves placed on the EU market (e.g. supplie@shodther manufacturer).

The table annexed to this docurténlists a number of examples illustrating the
application of the above interpretation to diffdrkimds of articles and mixtures.

1 As an expanded version of the table originallyspreed in the annex to this document has been tkem
into the present Note for Guidance on treated lagias Appendix 1, it is not again reproduced is th
appendix.
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