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Tagsima

B

AL. 314 tal-2010

ATT DWAR IL-KONTROLL TAL-PESTICIDI
(KAP. 430)

Regolamenti ta’1-2010 li jemendaw ir- Regolamenti dwar il-
Bijoc¢idi (Emenda Num. 2)

BIS-SAHHA tas-setghat moghtija bl-artikoli 4 u 5 ta’ I-Att
dwar il-Kontroll tal-Pesticidi, il-Ministru ghar-Rizorsi u Affarijiet
Rurali, wara 1i kkonsulta lill-Prim Ministru u lill-Ministru ghas-
Sahha, 1-Anzjani u Kura fil-Komunita, ghamel dawn ir-regolamenti
li gejjin:-

1. (1) It-titolu ta’ dawn ir-regolamenti hu Regolamenti
ta’ 1-2010 1i jemendaw ir-Regolamenti dwar il-Bijocidi (Emenda
Num. 2), u ghandhom jinqraw u jiftiechmu bhala haga wahda mar-

Regolamenti ta’ 1-2004 dwar il-Bijoc¢idi, hawn izjed ‘il quddiem AL-294t@’1-2004.

imsejhin “ir-regolamenti principali”.

(2) L-iskop ta’ dawn ir-regolamenti hu li jitrassponu
d-Direttiva tal-Kummissjoni 2009/107/KE tas- 16 ta’ Settembru
2009 1i temenda d-Direttiva 98/8/KE dwar it-tqeghid fis-suq tal-
prodotti bijo¢idali fir-rigward tal- estensjoni ta’ certi perjodi ta’
Zmien.

2. [Ir - regolament 47 tar-regolamenti principali ghandu jigi
amendat kif gej:

(a) Fis-subregolament (1) tieghu, minflok il - paragrafu
(¢) ghandu jidhol dan li gej:

“(¢) fil-kaz ta’ prodott bijoc¢idali li fih sustanza
attiva diga fis-suq fl-14 ta’ Mejju, 2000:

(1) sal-14 ta’ Mejju 2014 ghal kull
informazzjoni li tinghata ghall-iskopijiet ta’ dawn

Titolu u skop.

Jemenda regolament
47 tar-regolamenti
principali.
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(b)

ir-regolamenti, ghajr ghal meta dik l-informazzjoni
tkun diga protetta permezz tar-regoli nazzjonali
ezistenti i jirrigwardaw il-prodotti bijocidali.
F’dawk il-kazijiet, l-informazzjoni ghandha tibga’
tigi protetta sat-tmiem ta’ kull perjodu li jkun fadal
ghall-protezzjoni tad-data kif previst mir-regoli
nazzjonali, izda mhux wara 1-14 ta’ Mejju 2014
jew, jekk dan ikun japplika, mhux wara d-data sa
meta gie estiz il-perjodu transitorju msemmi fir-
regolament 50(1) b’konformita mar-regolament
S0(2);

(i1) ghal perijodu ta’ 10 snin mid-data tad-
dhul ta’ sustanza attiva f’Partijiet I jew IA tar-
Registru ta’ sustanzi attivi ghal informazzjoni
pprezentata l-ewwel darba biex issostni l-ewwel
inkluzjoni fil- Partijiet I jew IA tar-Registru ta’
sustanzi attivi jew tas-sustanza attiva jew ta’ tip ta’
prodott addizzjonali ghal dik is-sustanza attiva;” u

Fis - subregolament (2) tieghu, minflok il -

paragrafu (¢) ghandu jidhol dan 1i gej:

“(¢) fil-kaz ta’ prodott bijoc¢idali 11 fih sustanza

attiva diga fis-suq fl-14 ta’ Mejju, 2000:

(1) sal-14 ta’ Mejju 2014 ghal kull
informazzjoni li tinghata ghall-iskopijiet ta’ dawn
ir-regolamenti, ghajr ghal meta d-data tkun diga
protetta permezz tar-regoli nazzjonali ezistenti li
jirrigwardaw il-prodotti bijoc¢idali, f’dak il - kaz
dawk id - data ghandhom jibqghu jigu protetti
sat-tmiem ta’ kull perjodu li jkun fadal ghall-
protezzjoni tad-data kif previst fir-regoli nazzjonali,
izda mhux wara 1-14 ta’ Mejju 2014 jew, jekk dan
ikun japplika, mhux wara d-data sa meta jkun gie
estiz il-perjodu transitorju msemmi fir-regolament
50(1) b’konformita mar-regolament 50(2);

(i1) ghal perijodu ta’ 10 snin mid-data tad-
dhul ta’ sustanza attiva f’Partijiet I jew IA tar-
Registru ta’ sustanzi attivi, ghal informazzjoni
pprezentata l-ewwel darba biex issostni l-ewwel
inkluzjoni fil-Partijiet I jew IA tar-Registru ta’



sustanzi attivi jew tas-sustanza attiva jew ta’
prodott addizzjonali ghal dik is-sustanza attiva;”.

3. Minnufih wara r-regolament 49 tar-regolamenti principali
ghandu jizdied dan ir-regolament gdid li gej:

“Dispozizzjoni
transitorji.

50. (1) B’deroga ohra mit-tieni proviso li hemm
mar - regolament 2(5), 4(1)(b) u (d), 9(2) u 17(1) u (4),
u minghajr pregudizzju ghas - subregulamenti (2) u (3)
ta’ dan ir-regolament, id-Direttur jista’, sal-14 ta’ Mejju
2014, ikompli japplika s-sistema jew il-prattika attwali
tieghu 1i jqieghed fis-suq il-prodotti bijoc¢idali. Jekk
decizjoni sabiex sustanza attiva tigi inkluza f’Partijiet I
jew IA tar-Registru ta’ sustanzi attivi tkun tistabbilixxi
data iktar tard mill-14 ta’ Mejju 2014 ghal konformita
mar-regolament 50(3), din id-deroga ghandha tibqa’
tapplika ghal prodotti 1i jkunu fihom dik is-sustanza
attiva sad-data stabbilita f’dik id-decizjoni. Skond ir-
regoli nazzjonali tieghu, id-Direttur jista’ jawtorizza
t-tqeghid fis-suq ta’ prodott bijoc¢idali li jkun fih sustanzi
attivi i mhux elenkati f’Partijiet I jew IA tar-Registru
ta’ sustanzi attivi ghal dak it-tip ta’ prodott. Dawk is-
sustanzi attivi ghandhom ikunu fis-suq fl-14 ta’ Mejju,
2000 bhala sustanzi attivi ta’ prodott bijocidali ghal
finijiet ohra ghajr dawk ta’ “ricerka u zvilupp xjentifiku”
u “ricerka u zvilupp orjentat lejn il-process” kif inhuma
mfissra fir-regolament 3(1) ta’ dawn ir — regolamenti.

(2) Waral-adozzjoni ta’ dawn ir-regolamenti,
u wara li I- Kummissjoni tkun bdiet programm ta’ hidma
ta’ 14-il sena ghall-ezami sistematiku tas-sustanzi attivi
kollha li diga gqeghdin fis-suq fl-14 ta’ Mejju, 2000 bhala
sustanzi attivi ta’ prodott bijocidali ghal skopijiet ohra
differenti minn dawk ta’ “ricerka u zvilupp xjentifiku”
u “ricerka u zvilupp orjentat lejn il-process” kif imfissra
fir-regolament 3(1), u mill- 14 ta’ Mejju 2000, sustanza
attiva tista’ tigi inkluza fil-Partijiet I, IA jew IB tar-
Registru ta’ sustanzi attivi u taht liema kundizzjonijiet,
jew, f’kazi jew meta il-kundizzjonijiet tar-regolamenti
4(@3), (4),(5), (7) u (8), 5(1), 6(2) ma jkunux sodisfatti
jew l-informazzjoni mehtiega u d-data ma jkunux gew
ipprezentati fiz-zmien stipulat, li dik is - sustanza attiva
m’ghandiex tigi inkluza fil-Partijiet I, IA jew IB tar-
Registru ta’ sustanzi attivi.
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(3) Wara dik id-decizjoni sabiex tiddahal jew
le sustanza attiva fil-Partijiet I, IA jew IB tar-Registru
ta’ sustanzi attivi, ghandu jigi zgurat illi jigu koncessi,
modifikati jew imhassra kif adatt l-awtorizzazzjonijiet
jew, skond ma jkun rilevanti, ir-registrazzjonijiet
ghal prodotti bijoc¢idali 1i jkun fihom is-sustanzi attivi
u li jkunu jharsu d-dispozzizzjonijiet ta’ dawn ir-
regolamenti.”.



L.N. 314 of 2010

PESTICIDES CONTROLACT
(CAP. 430)

Biocides (Amendment) (No. 2) Regulations, 2010

IN exercise of the powers conferred by articles 4 and 5 of
the Pesticides Control Act, the Minister for Resources and Rural
Affairs, in consultation with the Prime Minister and with the
Minister for Health, the Elderly and Community Care, has made
the following regulations :-

1. (1) The title of these regulations is the Biocides
(Amendment) (No. 2) Regulations, 2010 and they shall be read
and construed as one with Biocides Regulations, 2004, hereinafter
referred to as “the principal regulations”.

(2) The scope of these regulations is to transpose
Commission Directive 2009/107/EC of the European Parliament
and of the Council of 16 September 2009 amending Directive 98/8/
EC concerning the placing of biocidal products on the market as
regards the extension of certain time periods.

2. Regulation 47 of the principal regulations shall be
amended as follows:

(a) In sub-regulation (1) thereof, for paragraph (c)
there shall be substituted the following:

“(c) in the case of a biocidal product containing
an active substance already on the market on May 14,
2000:

(i) until 14 May 2014 for any information
submitted for the purposes of these regulations,
except where such information is already protected
under existing national rules relating to biocidal
products. In such cases, the information shall
continue to be protected until the expiry of any
remaining period of data protection provided for
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under national rules, but not beyond 14 May 2014
or, if applicable, not beyond the date to which the
transitional period referred to in regulation 50(1) is
extended in accordance with regulation 50(2);

(i) for a period of 10 years from the date of
entry of an active substance into Parts I or IA of
the Register of active substances for information
submitted for the first time in support of the first
inclusion in Parts I or IA of the Register of active
substances of either the active substance or an
additional product type for that active substance,”;
and

In sub-regulation (2) thereof, for paragraph (c)

there shall be substituted the following:

“(c) 1n the case of a biocidal product containing

an active substance already on the market on May 14,
2000:

(1) until 14 May 2014 for any information
submitted for the purposes of these regulations,
except in the case where data are already protected
according to existing national rules relating to
biocidal products, in which case such data shall
be protected nationally until the expiry of any
remaining period of data protection provided for
under those national rules, but not beyond 14 May
2014 or, if applicable, not beyond the date to which
the transitional period referred to in regulation
50(1) is extended in accordance with regulation
50(2);

(i) for a period of 10 years form the date of
entry of an active substance onto Parts I or IA of
the Register of active substances, for information
which is submitted for the first time in support of
the inclusion in Parts I or IA of the Register of
active substances either of the active substance
or of an additional product type for that active
substance;”.



3.

Immediately after regulation 49 of the principal

regulations there shall be added the following new regulation:

“Transitory
provisions.

50. (1) By way of further derogating from
the second proviso to regulation 2(5), 4(1)(b) and (d),
9(2) and 17(1) and (4), and without prejudice to sub-
regulations (2) and (3) of this regulation, the Director
may, until 14 May 2014, continue to apply its current
system or practice of placing biocidal products on the
market. If a decision to include an active substance in
Parts I or IA of the Register of active substances sets
a later date than 14 May 2014 for compliance with
regulation 50(3), this derogation shall continue to apply
for products including that active substance until the
date set in that decision. In accordance with national
rules, the Director may authorise the placing on
the market of a biocidal product containing active
substances not listed in Parts I or IA of the Register
of active substances for that product type. Such active
substances shall be on the market on May 14, 2000 as
active substances of a biocidal product for purposes
other than “scientific research and development” and
“process-oriented research and development” as defined
in regulation 3(1) hereof.

(2) Following the adoption of these regulations,
and after the Commission has commenced a 14-year
work programme for the systematic examination of all
active substances already on the market on May 14, 2000
as active substances of a biocidal product for purposes
other than “scientific research and development”
and “process-oriented research and development” as
defined in regulation 3(1), and from May 14th 2000, it
be decided that an active substance will be included
in Parts I, IA or IB the Register of active substances
and under which conditions, or, in cases where the
requirements of regulations 4(3), (4), (5), (7) and (8),
5(1), 6(2) are not satisfied or the requisite information
and data have not been submitted within the prescribed
period, that such active substance shall not be included
in Parts I, IA or IB of the Register of active substances.

(3) Following such a decision to include or
not to include an active substance in Parts I, IA or IB
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of the Register of active substances, it shall be ensured
that authorisations or, where relevant, registrations for
biocidal products containing the active substances and
complying with the provisions of these regulations are
granted, modified or cancelled as appropriate.”.
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