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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

Country: Turkey | Date Table Completed:

Person(s) completing Table: Muammer ASAR@;LU, Hermann Goétschmasaroglu@gmail.contiermann.Goetsch@lebensministeriumMinistry of Health
Tel: +90312. 5851367

Total no. of points if full transposition: 490 (98) | Total no. of points for current status of Bpasition:

Please see the information given in the ‘Importdatice’ for the stage of transposition

If not, Status of
Article EU Obligation Existing national law" Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos’n
article) (L, GO, MO) stage)

Art. 1 [This Dir. does not apply to products defined othivi the | Not to be scored -
scope of a number of specified Dir.s includinger alia,
certain medicinal products, food additives, cosmeti
products, and plant protection products. It dogsyaio
certain other specified Dir.s concerning dangerous
substances, protection of workers and misleading
advertising.j

Art. 2.1 Definitions: * By-Lawon Yes 5

(a) Biocidal products[Annex V provides exhaustige of Biocidal Products

based on
23 product types] «  Public Hygiene

Law No. 1593
- Definitions are laid down
in Art. 4 of the By-Law for
Biocidal Products,

- Definition for ‘Biocidal
products’: Art. 4 (1) ¢

- List of product types:
Annex V to the By-Law

(b) Low-risk biocidal products Art. 4 (1) e Yes 5
(c) Basic substance Art. 4 (1) f Yes
(d) Active substance (“AS”) Art. 4 (1) g Yes

! Attach English translations of existing legislatiand proposed legislation.

2 See also Commission Regulation (EC) No 1896/2000®¢ptember 2000 on the first phase of the proganeferred to in Art. 16.2 of this Dir.
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

o . If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
(e) Substance of concern Art. 4 (1)g Yes 5
() Harmful organism Art. 4 (1) h Yes 5
(9) Residues Art. 4 (1) 1 Yes 5
(h) Placing on the market Art. 4 (1) Yes 5
(i) Authorisation Art. 4 (1) ] Yes 5
(i) Frame-formulation Art. 4 (1) k Yes 5
(k) Registration Art. 4 (1)1 Yes 5
(I) Letter of access Art. 4 (1) m Yes 5
Art. 2.2 For the purposes of this Dir. definitidios: "substance”, | MO (quoted), MO for Yes 5
"preparation”, "scientific research & developmest”, chemicals (issued by the
"process-oriented research & development”, laidrdow | Min. for Environment),
Art. 2 of Dir. 67/548/EEC shall apply. Art. 4 (2)
Art. 3.1 MS shall prescribe that a biocidal prodsteall not be Art. 5 and 6 Yes 5
placed on the market & used in their territory sslé is
authorised in accordance with this Dir..
Art. 3.2 By way of derogation from Art. 3.1: Art. 5 and 6, Art. 8 to 10, Yes 5
(i) MS shall, subject to registration, allow the@ghg on Art. 13
the market & use of a low-risk biocidal productpyided
that a dossier in accordance with Art. 8.3 has been
submitted & verified by CAs. Unless otherwise sfiedi
all provisions relating to authorisation under this. shall
also apply to registration.
By way of derogation from Art. 3.1: Art. 5 (1) band Art. 7 g Yes 5
(i) MS shall allow the placing on the market & usfe
commodity substances for biocidal purposes once the
have been entered in Annex IB.
COWI A/s
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 3.3

(Every authorisation application shall be decidethauit
delay.

(ii) For applications for biocidal products that requ
registration, CA shall take decision within 60 days

(i) Art. 18 and 20
(i) 18and 20 (1) b
re

Yes

5

Art. 3.4

MS shall, on request, or on own initiategtablish a frame
formulation & communicate it to applicant when iisgu
authorisation for particular biocidal product. Wittt
prejudice to Arts. 8-12 & providing that applicdras right
of access to the frame-formulation in form of adebf
access, when a subsequent application for authionisar
a new biocidal product is based on this frame-fdation,
CA shall take decision with regard to this applimat
within 60 days.

Art. 8 (2) d, Art. 16, Art. 20
(1) d, (2

Yes

Art. 3.5

MS shall prescribe that biocidal products are to be
classified, packaged & labelled in accordance ttith
Dir..

Art. 5(1) a

Yes

Art. 3.6

Without prejudice to Art. 7.1, authorigats shall be
granted for maximum 10 years from date of first or
renewed inclusion of the AS in Annex | or IA foreth
product type, without exceeding deadline specifiedhe
AS in Annex | or IA.

Art. 9 (1)

Yes

Applications may be renewed after verificationttha
conditions imposed in Arts. 5.1 & 5.2 are satisfied
Renewal may be granted only for period necessaajidw
CAs to make verification, where application for eeral
has been made.

Art. 26

Yes
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 3.7

MS shall prescribe that biocidal produats properly used
Proper use shall include compliance with condititaic
down in Art. 5 & the labelling provisions of thisSD
Proper use shall involve rational application of a
combination of physical, biological, chemical ohet
measures as appropriate, whereby the use of blocida
products is limited to necessary minimum. Whereidial
products are used at work, use shall be in accoedaith
requirements of Dirs. for protection of workers.

Art. 7

Yes

5

Art. 4.1

Without prejudice to Art. 12, a biocidal productezldy
authorised or registered in one MS shall be autkdror
registered in another MS within 120 days, or 60sday
respectively, of an application being receivedtwsy ather
MS, provided that the AS of the biocidal product is
included in Annex | or | A & conforms to the regeiinents
thereof. For mutual recognition of authorisations,
application shall include summary of dossier asiireqgl in
Art. 8.2 (a) & Annex Il B, Section X & certified @y of
the first authorisation granted. For mutual rectigniof
registration of low-risk biocidal products, applica shall
include data requirements of Art. 8.3, except flicacy
data for which a summary shall suffice.

By-Law, but at a later stag
(possible only from the datg
of accession onwards)

2010

[Authorisation may be subject to provisions resgjtirom

implementation of other measures in accordance E@h

law, relating to conditions for distribution & usébiocidal
products intended to protect health of distributasers &

workers concerned.]

Not to be scored-
discretionary provision
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatior 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos’n
article) (L, GO, MO) stage)
Art. 4.2 [If, in accordance with Art. 5, a MS establisheatth Not to be scored- -
(a) the target species is not present in harmfahtjties, discretionary provision
(b) unacceptable tolerance or resistance of tanggnism - -
to the biocidal product is demonstrated, or PIe_ase prov_|de _dete_uls on
. . national legislation in place
(c) relevant circumstances of use, such as climate but do not score
breeding period of the target species, differ sigauntly
from those in the MS where the biocidal product firzs
authorised, & an unchanged authorisation may thezef
present unacceptable risks to humans or the emagnt
the MS may request that certain conditions refetoad
Arts. 20.3 (e), (f), (h), (j) & (I) be adjusted tuat
conditions for issue of an authorisation laid dawdrt. 5
are satisfied.]
Art. 4.3 [If a MS believes that a low-risk biocidal produegistered| Not to be scored- -
by another MS does not comply with the Art. 2.1 (b) discretionary provision
definition, it may provisionally refuse registratithereof - -
& shall immediately communicate its concerns to CA PIe_ase prov_lde _dete_uls on
responsible for verification of the dossier. Iftiwn 90 national legislation in place
days, agreement is not reached between authorities but do not score
concerned, the matter will be forwarded to the Camfior
decision in accordance with procedure laid dowArin
4.4.]
Art. 4.4 Notwithstandin_g Art. 4.2 & 4.3, if a MS believebmcidal [to be score} No 2 2010
product authorised by another MS cannot meet the
conditions set out in Art. 5.1 & consequently pregeto | By-Law, but at a later stagq
refuse the authorisation or registration or torietsthe (possible only from the dat
authorisation under certain conditions, it shatifyo of accession onwards)
Comm'n, other MS & the applicant & shall providern
with explanatory document containing the produtdse
& its specification & setting out grounds for theoposed
refusal or authorisation restriction.
COWI A/s
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 4.5 If Art. 4.4 procedure leads to confirmatiof a refusal of a | [to be scoref No 2 2010
second or subsequent registration by a MS, thehds t By-Law, but at a later stagd
previously registered the low-risk biocidal prodaball, ( ossibI’e onlv from the datd
where deemed appropriate by the Standing Commitike, opf accessionyonwards)
this refusal into consideration & review its regasion
according to Art. 6. If the Art. 4.4 procedure doms
initial registration, MS having introduced the pedare
shall register the low-risk biocidal product cone.
Art. 4.6 [Derogating from Art. 4.1, MS may refuse mutual Not to be scored- -
recognition of authorisations granted for prodypes 15, | discretionary provision
17 & 23 of Annex V provided that such imitation dae Please provide details on
justified & does not jeopardise the purpose ofire MS national legislation in place|
shall inform each other & Comm'n of such decision & | 1) + 4o not score
indicate the reasons therefor.]
Art. 5.1 MS shall authorise a biocidal product only if: Art. 5 (1) a and Art. 10 (1) Yes 5
(@) the AS(s) included therein are listed in Annex lAr
& any requirements laid down in these Annexes are
fulfilled;
COWI A/S
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Article

EU Obligation

article)

Existing national law!
(give relevant law or
regulation & no. of

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

(a) itis established, in light of current scientific &
technical knowledge, and is shown from appraisal ¢
Art. 8 dossier, according to Annex VI common
principles for evaluation of dossiers that, wheadias
authorised & having regard to:

- all normal conditions under which the product m
be used,

- how the material treated with it may be used,

- the consequences from use and disposal,

the biocidal product:

(i) is sufficiently effective,

(ii) has no unacceptable effects on target organismg

(iii) has no unacceptable effects itself or as a re§iik ¢
residues, on human or animal health, directly or
indirectly (e.g drinking water) or on surface water
& groundwater,

(iv) has no unacceptable effect itself, or as a resiik o
residues, on the environment having particular
regard to its fate & distribution in environment;
particularly contamination of waters, and its inp3
on non-target organisms;

Art. 10 (1) a

—

c

Yes

MO

5

(c) the nature & quantity of its ASs &, where appriate,
any toxicologically or ecotoxicologically signifina
impurities & co-formulants, & its residues of
toxicological or environmental significance, which
result from authorised uses, can be determined
according to requirements in Annex IIA, 1IB, 1A,
IIB, IVA or IVB;

Art. 10 (1) b

Yes

(d) its physical & chemical properties have been
determined & deemed acceptable for purposes of th

Art. 10 (1) c
e

appropriate use, storage & transport of the product

Yes
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 5.2

A biocidal product classified accordingAd. 20.1 as
toxic, very toxic or as a category 1 or 2 carcimgg® as a
category 1 or 2 mutagen, or as toxic for reproduncti
category 1 or 2, shall not be authorised for mamketo, or
use by the general public.

Art. 5 (1) a, Art. 7 (1) f, Art.
10 (9)

Yes

5

Art. 5.3

Authorisation may be conditional on, & rhgspulate
conditions relating to marketing & use necessamrisure
compliance with Art. 5.1.

Art. 10 (7)

Yes

Art. 5.4

Where other EU provisions impose requiretaeelevant
to conditions for the issue of authorisation & e of
biocidal product, & particularly where these areided to
protect health of distributors, users, workers &samers
or animal health or the environment, CA shall tHiese
into account when issuing authorisation & whereassary
shall issue authorisation subject to those requargm

[to be scoref
Art. 10 (8)

Yes

Art. 6

During period for which authorisation hashegranted, it
may be reviewed at any timeg. following information
received according to Art. 14, if there are indmas that
any of the conditions referred to in Art. 5 arelowger
satisfied. In such instances the MS may require the
authorisation holder, or the applicant to whom a
modification of the authorisation has been grated
accordance with Art. 7, to submit further info nesary for
the review. If need be, authorisation may be prgézhonly
for period necessary to complete the review, bal &fe
prolonged for the period necessary to provide diothier
information.

Art. 5 (1) d, Art. 23, 24 and
26

Yes
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
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o ' If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 7.1 Authorisation shall be cancelled if: Art. 25 (1) Yes 5
(@) the AS is no longer included in Annex | or IA as
required by Art. 5.1 (a);
(b) conditions within the meaning of Art. 5.1 for olstizig
authorisation are no longer satisfied,;
(c) itis discovered that false or misleading particsila
were supplied concerning the facts on which
authorisation was granted.
Art. 7.2 Authorisation may also be cancelled if authorisatiolder | 1o pe score}t Yes 5
SO requests & states reasons for the cancellation.
Art. 25 (2)
Art. 7.3 When MS intends to cancel an authorisatioshall inform | Art. 25 (1) Yes 5
& hear the authorisation holder.
[When cancelling authorisation, MS may grant penebd | Not to be scored- -
grace for disposal or for storage, marketing & ofse discretionary provision
existing stocks, of a length in accordance withrérgeson Please provide details on
for the cancellation without prejudice to periodyided ; elatinm i
e . national legislation in place
f70r1b()&/l)d]e0|5|on taken pursuant to Dir. 76/769/EE@\d. but do not score
S Art. 25 (2)
Art. 7.4 Where MS considers it necessary, on bafsievelopmentg Art. 24 (2) Yes 5
in scientific & technical knowledge & to protectdith &
the environment, it shall modify the authorisatson’
conditions of use &, in particular, the manner sé wr
amounts used.
Art. 7.5 Authorisation may be modified if the autisation holder | [to be scoreH Yes 5
requests it & states the reasons for the modificati Art. 24 (1)
Art. 7.6 Where a proposed modification concerngmsion of uses] Art. 24 (3) Yes 5
MS shall extend the authorisation subject to tiéiqadar
conditions placed on the AS listed in Annex | or IA
COWI A/s
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 7.7 Where a proposed modification of an authorisation Art. 24 (4) Yes 5
involves changes to the particular conditions place the
AS listed in Annex | or IA, such changes can be enanly
after evaluation of the AS, with regard to proposed
changes, in accordance with procedures laid dow#rtin
11.
Art. 7.8 Modifications shall be granted only ifistestablished that | Art. 24 (5) Yes 5
the conditions within the meaning of Art. 5 remain
satisfied.
Art. 8.1 Application for authorisation shall be nealy, or on behalf Art. 6 and 8 (to be adaptefi  No 3 2010
of, the person who will be responsible for thetfifacing | to EU citizens by the date gf
on the market of a biocidal product in a MS & slielto accession)
CA of that MS. Every applicant shall be requiredh&ve
permanent office within EU.
Art. 8.2 Applicant for authorisation of biocidal product #tsubmit | Art. 12 and 14 Yes 5
to CA:
(a) dossier or letter of access for the biocidal produc
satisfying, in the light of current scientific &dlenical
knowledge, requirements set out in Annex IIB &,
where specified, relevant parts of Annex IlIB, and
(b) for each AS in the biocidal product, dossier oteletf
access satisfying, in the light of current scientind
technical knowledge, requirements set out in Anne
IIA and, where specified, the relevant parts of &xn
IA.
COWI A/S
TOC_98 8.doc 10/37




Supporting the Accession Process of the Candidatmities
Table of Concordance, Year 10
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 8.3 By way of derogating from Art. 8.2 (a), MS shaljuire a | Art. 13 Yes 5
dossier comprising the following data for a lowkris
biocidal product:
(i) applicant:
1.1. name & address,
1.2. name & addresses of manufacturers of thedabc
product & the ASs,
1.3. where appropriate, a letter of access to aglev
data needed,
(i) identity of the biocidal product:
2.1. trade name,
2.2. full composition of the biocidal product,
2.3. physical & chemical properties (see Art. B1)),(
(iii) intended uses:
3.1. product type (Annex V) and field of use,
3.2. category of users,
3.3. method of use,
(iv) efficacy data,
(v) analytical methods,
(vi) classification, packaging and labelling, inclugliz
draft label, according to Art. 20,
(vii) safety data sheet prepared in accordance with|Art
10 of
Dir. 88/379/EEC or Art. 27 of Dir. 67/548/EEC.
Art. 8.4 Dossiers shall include detailed & full deption of studies | Art. 11 Yes 5
conducted & of methods used or bibliographicalneiee
to those methods. Info in the dossiers supplied in
accordance with Art. 8.2 shall be sufficient for an
evaluation to be made of the effects & propertgdsrred to
in Art. 5.1 (b-d). It shall be submitted to CA iorfn of
technical dossiers, containing info & results oftses
referred to in Annexes IIA & IIB &, where specified
relevant parts of Annexes IIIA & 1IB.
COWI A/s
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 8.5

Info not necessary due to nature of the biocidadipct or
of its proposed uses need not be supplied. The appies
where it is not scientifically necessary or techflic
possible to supply info. In such cases justifiqatio
acceptable to CA must be submitted. Such justiicamay
be the existence of frame-formulation that the iappt has
right to access.

Art. 11 (3)

Yes

5

Art. 8.6

If evaluation of dossier shows that furthdfo, including
data & results from further testing, is necessargvaluate
the risks of the biocidal product, CA shall ask #pplicant
to submit such info. Time period for evaluatiorntiod
dossier shall start only after the dossier is cetepl

Art 18, 19 (3) and 20 (2)

Yes

Art. 8.7

Name of AS must be given as registered in list@ioed in
Annex | to Dir. 67/548/EEC or, if the name is no¢luded
therein, as given in EINECS, or, if not includedrtin, its
International Standards Organisation (ISO) commame
If the latter is not available, the substance rbest
designated by its chemical designation according to
International Union of Pure and Applied Chemistry
(IUPAC) rules.

Art. 11 (4)

Yes

Art. 8.8

As a general principle, tests must be conductedrdow
to methods described in Annex V to Dir. 67/548/EEG.
method is inappropriate or not described, othehouit
used should, whenever possible, be internationally
recognised & justified. Where appropriate, teststinime
conducted in accordance with provisions laid dowDir.
86/609/EEC, (animal experiments) & Dir. 87/18/EEC
(good laboratory practices).

Art. 12 (6) and (7)

Yes
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COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatior 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos’n
article) (L, GO, MO) stage)
Art. 8.9 Where test data exist that have been géedibefore the | Art. 12 (8) and (9) Yes 5
adoption of this Dir. by methods other than th@seé tdown
in Annex V to Dir. 67/548/EEC, the adequacy of sdeka
for the purposes of this Dir. & the need to concheaty
tests according to Annex V must be decided on e-bgs
case basis, taking into account need to minimistnggon
vertebrate animals.
Art. 8.10 | CAs shall ensure that a file is compiled on eagflieation. | Art. 21 ¢ Yes 5
Each file shall contain at least a copy of the iagibn, a
record of the administrative decisions taken by MS
concerning the application & concerning dossietsratted
in accordance with Art. 8.2, together with summafrithe
latter.
On request, MS shall make available to the othes &40 | Not to be scored -
the Comm'n files provided for in this Art.; theyadhsupply
to them, on request, all info necessary for full
comprehension of applications & shall, where retpegs
ensure that applicants provide copy of technical
documentation laid down in Art. 8.2.
Art. 8.11 | [MS may require that samples of preparations & its Not to be scored- MO -
ingredients be provided.] discretionary provision
Please provide details on
national legislation in place|
but do not score
Art. 19 (3)
Art. 8.12 | [Ms may require that applications for authorisatien Not to be scored- MO -
submitted in national or official language(s).] discretionary provision
Please provide details on
national legislation in place|
but do not score
Art. 11 (1)
COWI A/s
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Existing national law*
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 9

MS shall prescribe that where a substance is afoASse
in biocidal products it may not be placed on thekegfor
such use unless:

(a) where the AS was not on the market before 14 May
2000, a dossier has been forwarded to a MS which
satisfies requirements of Art. 11.1 & is accompdnie
by declaration that the AS is intended for incluasio
a biocidal product. This shall not apply to substn
for use pursuant to
Art. 17;

(b) itis classified, packaged and labelled in accocdan
with the provisions of Dir. 67/548/EEC.

Art. 28

Yes

MO

5

Art. 10.1

In light of current scientific & technical knowledgan AS

shall be included in Annex |, Annex |A or IB for amtial

period not exceeding 10 years if it may be expetitat

- biocidal products containing the AS,

- low-risk biocidal products complying with Art. 2(b)
definition,

- commodity substances complying with Art. 2.1 (c)

definition,

will fulfil the conditions laid down in Art. 5.1 ¢dl), taking

into account cumulation effects from the use otlulal

products containing same ASs.

Not to be scored

An AS cannot be included in Annex IA if it is cléfesd
according to Dir. 67/548/EEC as:

- carcinogenic,

- mutagenic,

- toxic for reproduction,

- sensitising, or

- is bioaccumulative and does not readily degrade.
Where appropriate, the entry of an AS in Annex hals
refer to the concentration ranges between which the
substance can be used.

Not to be scored
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If not,
how will
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0 accdg to
lawmaking
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for full
transpos’n

Art. 10.2

Inclusion of AS in Annexes |, IA or IB shall, where
appropriate, be subject to the following:
(i) requirements on:
(@) the minimum degree of purity of the AS,
(b) the nature and maximum content of certain
impurities,
(c) product type in which it may be used,
(d) manner and area of use,
(e) designation of categories of users,
(f) other particular conditions from the evaluation
info which has been made available in the contéxt
this Dir.;

(ii) the establishment of the following:
(a) acceptable operator exposure level (AOEL), if
necessary,
(b) where relevant, an acceptable daily intake for
man (ADI) & maximum residue limit (MRL),
(c) fate & behaviour in environment & impact on
non-target organisms.

Not to be scored

Art. 10.3

Inclusion in Annex I, IA or IB of AS shall be restied to
those product types in Annex V for which relevaatad
have been submitted in accordance with Art. 8.

Not to be scored

Art. 10.4

[Inclusion of AS in Annex I, IA or IB may be rened/en
one or more occasions for periods not exceedingeats.
Initial inclusion, as well as renewed inclusion,yntee
reviewed if there are indications that any of the
requirements referred to in Art. 10.1 are not lange
satisfied. Renewal may, where necessary, be gramigd
for minimum period necessary to complete a revighere
application has been made for such renewal, & &all
granted for period necessary to provide furthes inf
requested in according to Art. 11.2.]

Not to be scored
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Art. 10.5

(i)  Entry of an AS in Annex | &, where relevant,
IB may be refused or removed,

- if evaluation of the AS in accordance with Art. 21.
shows that, under normal conditions under whichay be
used in authorised biocidal products, risks totheal the
environment still give rise to concern, and

Not to be scored

- ifthere is another AS on Annex | for the sameduict
type which, in the light of scientific or technical
knowledge, presents significantly less risk to tieat to
environment.

When such refusal or removal is considered, arsassnt
of an alternative AS(s) shall take place to denratsthat
it can be used with similar effect on the targgfamism
without significant economic & practical disadvagea for
the user and & without increased risk for healtfioor
environment. The assessment shall be circulated in
accordance with Art. 11.2 procedures for decision i
accordance with Arts. 27 & 28.3 procedures.

Not to be scored

(i)  Refusal or removal of Annex | & IA or IB entishall

be carried out under the following conditions:

1. chemical diversity of the ASs should be adequate t
minimise occurrence of resistance in the target
organism;

2. it should be applied only to ASs which, when used
under normal conditions in authorised biocidal
products, present a significantly different levetiek;

3. it should be applied only to ASs used in produéts o
the same product type;

4. it should be applied only after allowing the po#gin
where necessary, of acquiring experience frommse
practice, if it is not already available;

5. complete data dossiers of the evaluation serving or
having served for entry in Annex |, 1A or IB sha#
put at the disposal of the Committee referred tarin

28.3.

Not to be scored
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how will
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for full
transpos’n

iii) A decision to remove an Annex | entry shalltno
have immediate effect but shall be delayed forraogeof
up to a maximum of 4 years from the date of thaigien.

Not to be scored

Art. 11.1

Inclusion, or subsequent changes to the inclusibAS in
Annex |, IA or IB shall be considered when:
(a) applicant has forwarded to the CA of one off&

(i) adossier for the AS satisfying Annex IVA
requirements or the requirements of Annex IIA §
where specified, relevant parts of Annex IlIA;

(i) adossier for at least one biocidal product
containing the AS satisfying requirements of Art|
8, with exception of Art. 8.3;

(b) the receiving CA has verified the dossiers didwes
them to satisfy the Annex IVA & Annex IVB requirents
or requirements of Annex IIA & Annex IIB and, where
relevant, Annexes IlIA and IlIB, accepts them & eeg to
the applicant forwarding a summary of the dosdiete
Comm'n and the other MS.

s

Art. 30

Yes

Art. 11.2

The receiving CA shall, within 12 months of accegtthe
dossiers, carry out evaluation thereof. A copyhef t
evaluation shall be sent by CA to the Comm'n, ol8r&
to applicant, together with recommendation foruis@n,
or otherwise, of the AS in Annex |, |A or IB.

Art. 30

Yes

If, when the dossiers are evaluated, it appeatduttaer
info is necessary for full evaluation to be madegiving
CA shall ask that applicant submit such info. TBendonth
period shall be suspended from date of issue oftie
request until date the info is received. CA shatbim
other MS & the Comm'n of its action when it inforthe

applicant.

Art. 30 (4)

Yes
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 11.3 | To avoid dossiers being evaluated by only few MS, not to be scored -

evaluation can be carried out by MS other than the

receiving one. Request for this shall be given wthessiers

are accepted, & decision shall be taken in accaelarith

Art. 28.2 procedure, at the latest 1 month afteeig by

the Comm'n of the request.

Art. 12.1 | MS shall not make use of info referred to in Arfo8 Art. 43 and 44 Yes MO 5

benefit of second or subsequent applicant:

(@ unless the second or subsequent applicant hasnvfitt
agreement in form of letter of access of the first
applicant that use may be made of such info, or

(b) in case of AS not on the market on 14 May 2000, [for
a period of 15 years from date of first inclusian i
Annex | or |A, or

(c) in case of an AS already on market on 14 May 2000:

(i) for a period of 10 years from 14 May 2000 for any
info submitted for the purposes of this Dir., excep
where such info is already protected under existing
national rules relating to biocidal products. Iclsu
cases, the info shall continue to be protectetian t
MS until the expiry of any remaining period of data
protection provided for under national rules, ugto
max 10 years from 14 May 2000;
(i) for period of 10 years from the date of entry of an
AS onto Annex | or IA for info submitted for the
first time in support of the first inclusion in Aer |
or IA of either the AS or an additional producteyp
for that AS,
COWI A/s
TOC 98 8.doc 18/37




Supporting the Accession Process of the Candidatmities
Table of Concordance, Year 10

COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

Article
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Existing national law!
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regulation & no. of
article)

Fully in
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(No/no)
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how will
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transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

(d)

in the case of any further info submitted for fiiste
for any of the following:

(i) variation of requirements of the entry on Annex | d

1A;
(i)  maintenance of entry of Annex | or 1A
for a period of five years from the date of dedaisio
following receipt of further info unless the 5-year
period expires before period provided for in A2.1L
(b) & (c), in which case the 5-year period shall be

extended so as to expire on same date as thoselger

Art. 43 and 44

Yes

5

Art. 12.2

MS shall not make use of info referred to in Artf@ the
benefit of second or subsequent applicant:

(@)

(b)

(©

@

(i) for a period of 10 years from date of entry of ABi

unless the second or subsequent applicant hasnvfitt
agreement in form of a letter of access of that fir

applicant that use may be made of such informatipn;

or

in case of biocidal product containing AS not oa tm]
market on 14 May 2000 for period of 10 years fro
date of first authorisation in any MS, or;

in case of biocidal product containing AS already
market on 14 May 2000;

for a period of 10 years from 14 may 2000 for any
information submitted for purposes of this Dir.,
except in case where data are already protected
according to existing national rules relating to
biocidal products, in which case such data shall b
protected in that MS until the expiry of any
remaining period of data protection provided for
under those national rules, up to a maximum of 1
years from 14 May 2000;

|=)

11

Annex | or A, for info that is submitted for thiest
time in support of inclusion in Annex | or IA eithe
of the AS or of additional product type for that;AS

Art. 43 and 44

Yes
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatior 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos’n
article) (L, GO, MO) stage)
(d) inthe case of any data submitted for the firse for | Art. 43 and 44 Yes MO 5
either:
(i) variation of the conditions of authorisation of a
biocidal product; or
(ii) submission of data necessary to maintain entryiof|a
AS onto Annex | or IA
for a period of five years from the date of firsteipt of
further info, unless the 5-year period expires tefbe
period in Art. 12.2 (b) & (c), in which case the/&ar
period shall be extended so as to expire on the skate
as those periods.
Art. 12.3 [For decisions to be taken in accordance with 20t5, Not to be scored -
info referred to in Art. 12.1 & 12.2 can be usedty
Comm'n, the Scientific Committees & the MS.]
Art. 13.1 | [For biocidal product already authorised in accamewith | Not to be scored- -
Arts. 3 & 5, and without prejudice to obligatiomsgiosed | discretionary provision
pursuant to Art. 12, CA may agree that second/sjusse Pl ide detail
applicant for authorisation may refer to data piedi by ease provide ( Eta.“ S G
first applicant in so far as the second/subseqajeplicant national legislation in place
can provide evidence that the biocidal productslar but do not score
and its ASs are the same as the one formerly aadthr Art. 45
including degree of purity and nature of impurifjes
COWI A/s
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Art. 13.2

Notwithstanding Art. 8.2:

(a) applicant for authorisation of biocidal produshall,

before carrying out experiments involving vertebrat

animals, enquire of CA of MS to which he intendkimg
application:

- whether the biocidal product for which applicatierio
be made is similar to a biocidal product for which
authorisation has been granted, and

- the name & address of the holder(s) of the
authorisation(s).

The enquiry shall be supported by evidence that
prospective applicant intends to apply for authatiis on

his own behalf and that the other info specifiedin 8.2

is available;

Art. 45

Yes

5

(b) CA of the MS, if satisfied that the applicamiends to
apply, shall provide name & address of the holdex{s
former relevant authorisations & shall at that tim@rm
the holders of the authorisations of the name &asklof
the applicant. The holder(s) of former authorigadié the
applicant shall take all reasonable steps to ragobement
on info sharing, to avoid duplication of testing on
vertebrate animals. CA shall encourage data-hotders
cooperate in the provision of the requested data.

Art. 45

Yes

[If it is not possible for the applicant and holslerf former
authorisations of same product to reach agreenredata
sharing, MS may introduce national measures olditfie
applicant & holders of former authorisations locatéthin
their territory to share data with a view to avaoli
duplicative testing on vertebrate animals & deteerboth
procedure for utilising info, & reasonable balaont¢he
interests of the parties.]

Not to be scored-
discretionary provision
Please provide details on
national legislation in place|
but do not score

Art. 45

COWI A/S
TOC_98_8.doc

21 /37




Supporting the Accession Process of the Candidatmities
Table of Concordance, Year 10

COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

Article

EU Obligation

Existing national law*
(give relevant law or
regulation & no. of
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Art. 14

MS shall prescribe that holder of authorisationgor

biocidal product shall immediately notify CA of obf

which he/she is, or may reasonably be, aware coimger

AS or biocidal product containing it & which mayfedt

continuing authorisation. In particular, the folliogy shall

be notified:

- new knowledge or info on effects of the AS or biladi
product for humans or environment,

- changes in source or composition of the AS,

- changes in composition of a biocidal product,

- development of resistance,

- changes of administrative nature or other aspsats)
as the nature of the packaging.

Art. 22

Yes

5

Art. 14.2

[MS shall immediately notify other MS & Comm'n aiy
such info they receive concerning potentially hadmf
effects for humans or environment or new compasitiba
biocidal product, its ASs, impurities, co-formulguatr
residues.]

not to be scored

Art. 15.1

[By way of derogation from Arts 3 & 5, MS may autlse
temporarily for a period not exceeding 120 days, th
placing on the market of biocidal products not ctyimg
with the provisions of this Dir. for limited & cortlled use
if such measure appears necessary because ofegtiors
danger which cannot be contained by other mearthidn
case, MS shall immediately inform other MS & Comiwfn
its action & the justification for it.]

Not to be scored-
discretionary provision

Please provide details on
national legislation in place
but do not score

Art. 15
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Art. 15.2

[Derogating from Art. 5.1 (a) & until AS is listead Annex
| or IA, a MS may authorise provisionally, for arjpel not
exceeding 3 years, the placing on the market abeidal
product containing AS not listed in Annex | or IAr&t yet
available on the market on 14 May 2000 for purpagksr
than those defined in Art. 2.2 (c-d). Such autlatiis may
be issued only if, after dossiers have been eveduat
accordance with Art. 11, MS believes that:
- AS satisfies the requirements of Art. 10 and,
- biocidal product may be expected to satisfy Ast&(b-
d) conditions,
and no other MS, on the basis of the summary éives,
makes legitimate objection, in accordance with A&.2, to
the completeness of the dossiers. Where objectiorade,
decision on the completeness of dossiers shadkentin
accordance with the procedure laid down in Art228.
without undue delay. If it is decided that the Ased not
satisfy requirements specified in Art. 10, MS slealsure
that the provisional authorisation is cancelledcdses
where evaluation of dossiers for the purposesafigion
of AS in Annex | or IA is not completed when theg&ar
period expires, CA may further provisionally autkerthe
product for a period not exceeding 1 year, proyjdimere
are good reasons to believe the AS will satisfy
requirements of Art. 10. MS shall inform other MS &
Comm'n of such action.]

Not to be scored-
discretionary provision

Please provide details on
national legislation in place|
but do not score

Art. 16.1

[Derogating from Arts. 3.1, 5.1, 8.2 & 8.4, & withb
prejudice to Art. 16.2 & 16.3, MS may until 14 M2910
continue to apply its current system or practicplating
biocidal products on the market. It may accordmgs
national rules, authorise the placing on the markés
territory of a biocidal product containing ASs tisted in
Annex | or IA for that product type. Such ASs mbston
the market on 14 May 2000 as ASs of a biocidal pcod
for purposes other than those defined in Art. 2:8)(]

Not to be scored-
discretionary provision
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Art. 16.3

Following an Art. 16.2 decision to include or notinclude
an AS in Annex I, IA or IB, MS shall ensure that
authorisations or, where relevant, registratiomsfocidal
products containing the ASs & complying with the
provisions of this Dir. are granted, modified oncelled as
appropriate.

Not to be scored

Art. 17.1

By way of derogation from Art. 3, MS shall preserithat

any experiment or test for research or development

involving the placing on the market of unauthorized
biocidal product or AS intended exclusively for us&
biocidal product shall not take place unless:

(a) in case of scientific research & development, passo
concerned draw up & maintain written records
detailing the identity of the biocidal product 08A
labelling data, quantities supplied & names &
addresses of those persons receiving the biocidal
product or AS & compile a dossier with all avaikabl
data on possible effects on human or animal health
impact on the environment. This info shall, if
requested, be made available to CA,

Art. 31 (1) and (2) a

Yes

(b) in case of process-oriented research & developmen|
info required in (a) is notified to CA where & befo
placing on the market occurs and to CA of MS whe
the experiment/test is to be conducted.

t,

e

Art. 31 (2) b

Yes

Art. 17.2

MS shall prescribe that unauthorised idialcproduct or
AS for exclusive use in a biocidal product may bet
placed on the market for the purpose of any expertrar
test which may involve, or result in, release into
environment unless CA has assessed available data &
issued authorisation for this purpose which limisntities
to be used & areas to be treated and may impotefur

conditions.

Art. 32

Yes
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Art. 17.3

Where any experiment/test takes plac S other than
the MS where placing on the market occurs, theiegopui
shall obtain experiments/tests authorisation frofno€the
MS in the territory of which the experiments/tests to be
conducted. If the proposed experiments/tests exfer in
Arts. 17.1 & 17.2 are liable to have harmful effech
human or animal health or to have an unacceptalverse
influence on environment, MS concerned may prohibit
them or only allow them subject to conditions ihsialers
necessary to prevent such consequences.

This provision will be
inserted in Art. 32 at the
date of accession

No

3

2010

Art. 17.4

Art. 17.2 shall not apply if MS has gradithe person
concerned the right to undertake certain experimé&nt
tests and has determined the conditions under whih
experiments and tests have to be undertaken.

This provision will be
inserted in Art. 32 at the
date of accession

No

2010

Art. 18.1

[Within a period of 1 month from end of each quarkéS

shall inform each other & the Comm'n of any biotida

products which have been authorised or registerttny
their territory or for which authorisation or regation has
been refused, modified, renewed or cancelled, atitig at
least:

(@) name or business name of the applicant for, or the
holder of, the authorisation or registration;

(b) trade name of the biocidal product;

(c) name & amount of each AS which it contains, as we
as name & amount of each dangerous substance irj
meaning of Article 2.2 of Dir. 67/548/EEC & their
classification;

(d) product-type & use(s) for which it is authorised;

(e) type of formulation;

(f) any proposed limits on residues;

(g) authorisation conditions & where relevant, reafons
modification or cancellation of authorisation;

(h) indication of whether the product is of a specypkt
(e.g. within frame-formulation, low-risk biocidal

product).]

not to be scored
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 18.2

Where a MS receives summary of dossieeccordance
with Arts. 11.1 (b) & 15.2 and has legitimate reaso
believe the dossiers are incomplete, it shall iniatety
communicate its concerns to CA responsible for idoss
evaluation & shall without undue delay inform ther@n'n
& other MS of its concerns.

This provision will be
inserted in Art. 32 at the
date of accession

No

3

2010

Art. 18.3

[MS shall draw up annual list of biocidal products
authorised or registered in its territory & shahmmunicate
that list to the other MS & the Comm'n.]

not to be scored

Art. 19.1

Without prejudice to Dir. 90/313/EEC orrass to
environmental information, applicant may indicateA
info considered commercially sensitive & disclosafe
which might harm him industrially or commercially &
which he therefore wishes to be kept confidentizinf all
persons other than the CAs & the Comm'n. Full
justification will be required in each case. Withou
prejudice to info referred to in Art. 19.3 & proiass of
Dirs. 67/548/EEC & 88/379/EEC, MS shall take neagss
steps to ensure confidentiality of the full compiosi of
product formulations if requested by the applicant.

Art. 46

Yes

Art. 19.2

CA receiving application shall decide, lmasis of
documentary evidence produced by applicant, whitt i
shall be confidential within terms of Art. 19.1fdn
accepted as confidential by receiving CA shallreated as
confidential by other CAs, MS, & the Comm'n.

Art. 46

Yes
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 19.3

After authorisation has been granted, confidemyiahall

not in any case apply to:

(&) name & address of the applicant;

(b) name & address of the biocidal product manufactur

(c) name & address of the AS manufacturer;

(d) names & content of the AS(s) in the biocidal pradud
& name of the biocidal product;

(e) names of other substances regarded as dangerous
within the meaning of Dir. 67/548/EEC & contribute
to the classification of the product;

(H physical & chemical data concerning the AS &
biocidal product;

(g) ways of rendering the AS or biocidal product
harmless;

(h) summary of results of Art. 8 tests to establish the
substance’s or product’s efficacy & effects on homa
animals & environment &, where applicable, its @il
to promote resistance;

(i) recommended methods & precautions to reduce
dangers from handling, storage, transport & use as
well as from fire or other hazards;

() safety data sheets;

(k) methods of analysis referred to in Art. 5.1 (c);

() disposal methods & its packaging;

(m) procedures to be followed & measures to be taken
the case of spillage or leakage;

(n) first aid & medical advice in the case of injury to
persons.

Art. 47

Yes

5

If the applicant or manufacturer or importer of thiecidal
product or AS should later disclose previously aberitial
information, CA shall be informed accordingly.

Art. 47 (1) b

Yes

Art. 20.1

Biocidal products shall be classifiedaircordance with

Art. 33

provisions relating to classification in Dir. 888EEC.

Yes
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If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 20.2 | Biocidal products shall be packaged in accordaritte w | Art. 34 and 35 Yes 5
Art. 6 of Dir. 88/379/EEC. In addition:
(a) products which may be mistaken for food, drink or
feedingstuff shall be packaged to minimize the
likelihood of such a mistake being made;
(b) products available to general public that may be
mistaken for food, drink or feedingstuff shall caint
components to discourage their consumption.
COWI A/S
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If not, Status of
Article EU Obligation Existing national law" Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Art. 20.3 | Biocidal products shall be labelled in accordandé w Art. 36 Yes 5
provisions relating to labelling in Dir. 88/379/EECabels
shall not be misleading or give exaggerated impoassf
the product &, in any case, not mention the indoret
‘low-risk biocidal product’, ‘non-toxic’, ‘harmles®r
similar indications. The label must show clearly &
indelibly the following:
(a) identity of every AS & its concentration in metric
units;
(b) authorisation number allocated to the biocidal potd
by CA;
(c) type of preparatione(g. liquid concentrates, granules
powders, solids, etc.);
(d) uses for which the biocidal product is authorised. (
wood preservation, disinfection, surface biociddi-a
fouling, etc.);
(e) directions for use & the dose rate, expressed imice
units, for each use provided for under terms of the
authorisation;
(f) particulars of likely direct or indirect adverseesi
effects & any directions for first aid;
(g) if accompanied by a leaflet, the sentence ‘Read
attached instructions before use’;
(h) directions for safe disposal of the biocidal pradgc
its packaging, including, where relevant, any
prohibition on reuse of packaging;
(i) formulation batch number or designation & expiryeda
relevant to normal conditions of storage;
() period of time needed for the biocidal effect, imé to
be observed between applications of the biocidal
product or between application & next use of the
product treated, or the next access by man or dmima
to area where the biocidal product has been used,
including particulars concerning decontamination
means & measures & duration of necessary ventilagio
of treated areas; particulars for adequate cleasfing
CAWI A¢guipment; particulars concerning precautionary
TOIC 98ngagekes during use, storage & transport (e.gopaly 29 /37

protective clothing and equipment...);
and where applicable:

(k) categories of users to which the biocidal prodsi




Supporting the Accession Process of the Candidatmities
Table of Concordance, Year 10

COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC
of 16 February 1998
concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
MS shall require that items (a), (b), (d) & whemmlicable | Art. 36 ¢ Yes 5
(9) & (k) always be carried on the label of thequrot. MS
shall permit items (c), (e), (), (h), (i), (j) & (o be carried
elsewhere on the packaging or on accompanyingelteafl
integral to the packaging.
Art. 20.4 | Where a biocidal product identified asdaticide, No longer valid in EU
acaricide, rodenticide, avicide or molluscicideighorised
pursuant to this Dir. & is subject to classificatio
packaging and labelling according to Dir. 78/6310Hfy
virtue of other Community provisions, MS shall pérm
changes to packaging & labelling of that productolh
may be required as consequence of those provisists
far as they do not conflict with conditions of amtisation
issued under this Dir..
Art.. 20.5 | [MS may require the provision of samples, modeldrafts | Not to be scored- -
of the packaging, labelling & leaflets.] discretionary provision
Please provide details on
national legislation in place
but do not score
Art. 12 (2) c
Art. 20.6 MS shall make the placing of biocidal gmets on the Art. 36 (1) c Yes 5
market in their territories subject to labellingriational
language(s).
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 21

MS shall take necessary measures to ensure thyateans
of specific info is established to enable profesal&
industrial users & other users of biocidal produottake
necessary measures for protection of environmemealth
as well as health & safety at the workplace. Thaldhe
done in form of a safety-data sheet provided bgé¢ho
responsible for the placing on the market of tradpct.
The safety-data sheets shall be prepared:
- for biocidal products classified as dangerous & in
accordance with Art. 10 of Dir. 88/379/EEC,
- for ASs used exclusively in biocidal products in
accordance with Art. 27 requirements of Dir.
67/548/EEC.

Art. 37

Yes

5

Art. 22.1

MS shall require that every advertisement for laati
product is accompanied by sentences ‘Use biocifetys
Always read the label and product information befose’.
The sentences shall be clearly distinguishablelation to
the whole advertisement. MS shall prescribe that
advertisers may replace the word "Biocides"withuaate
description of the product-type being advertised, f
example wood preservatives, disinfectants, ... etc.

Art. 38 (2)

Yes

Art. 22.2

MS shall require that advertisementstiocidal products
do not refer to the product in a manner which isleaiding
in respect of the risks from the product to man or
environment. Under no circumstances may the achuagti
of a biocidal product mention ‘low-risk biocidalqatuct’,
‘non-toxic’, ‘harmless’ or any similar indications.

Art. 38 (1)

Yes
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Article

EU Obligation

Existing national law!
(give relevant law or
regulation & no. of
article)

Fully in
accord?
(No/no)

If not,
how will
transpos’n
occur?
(L, GO, MO)

If draft, give no. of article
transposing EU obligatiort

Status of
transposition (5-
0 accdg to
lawmaking
stage)

Planned year
for full
transpos’n

Art. 23

MS shall appoint body(ies) responsiblerfareiving info
on biocidal products placed on market, includinfg ion
chemical composition of the products, & for makihg
info available in cases where suspected poisorisgsa
from biocidal products. Such info may only be usedeet
medical demand by formulating preventive & curative
measures, in particular in emergencies. MS shallien
that info is not used for other purposes. MS dfadié
necessary steps to ensure that appointed bodieislerall
requisite guarantees for maintaining confidentjaiit info
received.

Art. 48

Yes

5

MS shall take necessary steps to ensure thatrtggoi
bodies have at their disposal all info requiredday out
the tasks for which they are responsible from mactufers
or persons responsible for marketing.

Art. 48

Yes

For biocidal products already on market on 14 2690,
MS shall take measures to comply with this ArtldyMay
2003.

Art. 48

Yes

Art. 24

MS shall take necessary arrangements faridhél products
placed on market to be monitored to establish varetiey
comply with requirements of this Dir.

Art. 49 to 58

Yes

[Every 3 years after 14 May 2000, MS shall forwsard
Comm'n by 30 Nov. of the third year a report orirthe
action in these matters together with info on poisgs
involving biocidal products.]

Not to be scored

Art. 25

MS shall establish systems obliging thoaeifg placed or
seeking to place biocidal products on the markét@se
supporting entries for ASs on Annexes |, IA or (Bpay
charges, corresponding to their costs in carryisgtioe
procedures associated with this Dir..

Art. 59

Yes

Art. 26.1

MS shall designate CA(s) responsiblectanrying out the
duties imposed on MS pursuant to this Dir..

Art. 17 und 49

Yes
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o ' If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatior 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos’n
article) (L, GO, MO) stage)
Art. 26.2 | MS shall inform Comm'n of the identity of their G)( not | Not to be scored -
later than 14 May 2000.
Art. 27 [Commission procedures] Not to be scored -
Art. 28 [Committees & procedures] Not to be scored -
Art. 29 [Adaptation to technical progress] Not to be scored -
Art. 30 [Modification or adaptation of Annexes V & VI] Not to be scored -
Art. 31 Granting of authorisation & other measuresonformity Art. 58 Yes 5
with this Dir. shall be without prejudice to genesiwil &
criminal liability in the MS of the manufacturer &f the
person responsible for placing the biocidal produrct
market or using it.
Art. 32 [Where MS has valid reasons to consider that adéabc Not to be scored- -
product which it has authorised, registered omoisna to discretionary provision
authorise or register pursuant to Arts. 3 or 4 stitutes
unacceptable risk to human or animal health or the
environment, it may provisionally restrict or prbhithe
use or sale of that product on its territory. klsh
immediately inform Comm'n and the other MS of such
action and give reasons for its decision].
Art. 34.1 | MS shall bring into force the laws, regulations & Not to be scored -
administrative provisions necessary to comply s
Dir. not later than 14 May 2000 and forthwith infothe
Comm'n thereof.
Art. 34.2 | National measures shall contain reference to thisob Not to be scored -
shall be accompanied by such reference on the ioccas
their official publication. Methods of making reéerce
shall be laid down by the MS.
Art. 34.3 | MS shall communicate to Comm'n texts of provisiohs | Not to be scored -
national law which they adopt in field covered histDir..
Annex | List of active substances with requirements ageged Annex | to the By-Law Yes 5
community level for inclusion ibiocidal products
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o ' If not, Status of
Article EU Obligation Existing national law* Fully in how will If draft, give no. of article transposition (5- | Planned year
(give relevant law or accord? | transpos’n transposing EU obligatiort 0 accdg to for full
regulation & no. of (No/no) occur? lawmaking transpos'n
article) (L, GO, MO) stage)
Annex IA | List of active substances with requirements ageged Annex 1A Yes 5
community level for inclusion in low-risk biocidafoducts
Annex IB | List of basic substances with requirements agreed a Annex 1B Yes 5
community level
Annex IIA | Common core data set for active substance Annex lIA Yes
Annex IIB | Common core data set for biocidal proguct Annex 1B Yes
Annex Additional data set for active substances Annex A Yes
A
Annex Additional data set for biocidal products Annex 111B Yes 5
B
Annex Data set for active substances Annex IV A Yes 5
IVA
Annex Data set for biocidal products Annex IV B Yes 5
IVB
Annex V | Biocidal product-types and their descriptias referred to| AnnexV Yes 5
in article 2.1 (a) of this Dir.
Annex VI | Common principles for the evaluation of dossiers fo Annex VI Yes 5

biocidal products

Important Notice: MOH was carrying out a project on biocidal produatsthe context of this project (TR/2004/IB/EN/GBE harmonisation and implementation of biocidaldpicts legislation
and administration was in principle achieved. Thaggxt aimed at developing national legislatioms@osing the Directive 98/8/EC and at installingational competent authority for biocidal
products. Additionally, the National InventoryMfrketed Biocidal Products was developed in thgpeauf the Twinning Project. The project was finadisn March 2008. The workplan of the

respective Project is attached to this Table afd@edance as Annex 1 for follow up of the actitiegarding transposition.

COWI A/S
TOC_98_8.doc

341737




concerning the placing of biocidal products on thenarket, as amended by Regulation (EC) 1882/2003 and Die@006/50/EC

Supporting the Accession Process of the Candidatmities
Table of Concordance, Year 10

of 16 February 1998

COUNCIL AND EUROPEAN PARLIAMENT DIRECTIVE 98/8/EC

ANNEX 1

ARTICLES5. SCHEDULE

Project Months

1@l 12| 13

14

15

16

17

18

19

20

21

22

23

24

RTA, RTA Assistant and Language Assistant

Component 0 Inception Phase / Starting Meeting

0.1 Establishment of working groups

BO.1

0.2 Kick-off meeting

B0.2

0.3 Joint Assessment meeting

B0.3

0.4 Technical Assistance to BC Public Informati@ngces

B0.4

Component 1 Inventory of biocidal products on the Trkish
market

1.1 Status and needs assessment

B1.1

1.2 Development of the concept for informationiestal

B1.2

1.3 Compilation of the inventory

B1.3 | B1.3
-1 -2

1.4 Inventory report

B1.4

Component 2 Establishment of the Competent
Authority(ies), handbook

2.1 Assessment of the legislative and instituticitaiation

B2.1

2.2 BPD scope conference

B2.2

2.3 Institution building framework

B2.3-| B2.3-

2.4 Responsibilities and tasks, drafting the hao#ébo

B2.4 B2.4
-1 -2

Component 3 Preparati