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Committee on Employment and Social Affairs

1.6.2005 PE 359.927v02-00

AMENDMENTS 323-431

Draft opinion (PE 357.617v02-00)
Thomas Mann

Proposal for a regulation of the European Parliament and of the Council concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (Reach), establishing a
European Chemicals Agency and amending Directive 1999/45/EC and Regulation (EC) No

...I... {on Persistent Organic Pollutants}

Proposal for a regulation (COM(2003)0644 — C6-0530/2003 — 2003/0256(COD))

Text proposed by the Commission Amendments by Parliament

Amendment by Mario Mantovani

Amendment 323
Article 56, paragraph 1
Identification of substances referred to in Identification of substances referred to in
Article 54(d), (e) and (f) Article 54(d) and (e) (deletion)
1. To identify substances referred to in 1. To identify substances referred to in
Article 54(d), (e) and (f) the procedure set Article 54(d) and (e) (deletion) the
out in paragraphs 2 to 7 of this Article shall procedure set out in paragraphs 2 to 7 of this
apply prior to any recommendations under Article shall apply prior to any
Article 55(3). recommendations under Article 55(3).
Or. it
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Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary
to those established in Article 54(d) and (e) must be identified on the basis of scientific
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other
amendments to the Articles under Title VII: Authorisation.

Amendment by Mario Mantovani

Amendment 324
Article 56, paragraph 2 and 3

2. The Commission may ask the Agency to
prepare a dossier in accordance with Annex
XIV for substances which in its opinion
meet the criteria set out in

Article 54 (d), (e) and (f). The Agency shall
circulate this dossier to the Member States.

3. Any Member State may prepare a dossier
in accordance with Annex XIV for
substances which in its opinion meet the
criteria set out in Article 54(d), (e) and (f)
and forward it to the Agency. The Agency
shall circulate this dossier to the other
Member States.

2. 2. The Commission may ask the Agency
to prepare a dossier in accordance with
Annex XIV for substances which in its
opinion meet the criteria set out in
Article 54 (d) and (e) (deletion). The
Agency shall circulate this dossier to the
Member States.

3. Any Member State may prepare a dossier
in accordance with Annex XIV for
substances which in its opinion meet the
criteria set out in Article 54(d) and (e)
(deletion) and forward it to the Agency. The
Agency shall circulate this dossier to the
other Member States.

Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary
to those established in Article 54(d) and (e) must be identified on the basis of scientific
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other
amendments to the Articles under Title VII: Authorisation.

Amendment by Elisabeth Schroedter

Amendment 325
Article 57, paragraph 2

An authorisation shall be granted if the risk to

human health or the environment from the use

of a substance arising from the intrinsic
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properties specified in Annex X111 is
adequately controlled in accordance with
Annex I, section 6, and as documented in the
applicant’s chemical safety report.

The Commission shall not consider the
following:

(a)risks to human health and the environment
of emissions of the substance from an
installation for which a permit was granted in
accordance with Council Directive 96/61/EC
49;

(b) risks to and via the aquatic environment of
discharges of the substance from a point source
governed by the requirement for prior
regulation referred to in Article 11(3) and
legislation adopted under Article 16 of
Directive 2000/60/EC of the European
Parliament and of the Council 50;

(c) risks to human health arising from the use
of a substance in a medical device regulated by
Council Directive 90/385/EEC 51, Council
Directive 93/42/EEC52 or Directive 98/79/EC
of the European Parliament and of the
Council.

Or.en

Justification

It is common sense that prevention is better than cure. Therefore substitution should take precedence
over "adequate control" in line with existing legislation on workers' safety, biocides and certain
hazardous substances in electrical and electronic equipment. Apart from general doubts about the
feasibility of "adequate control™, this concept is clearly non-applicable to substances that are
persistent, bioaccumulative or non-threshold genotoxins.

The legislative instruments listed here do not consider the availability of substitutes and can therefore

not be considered to be equal to REACH.

Amendment by Stephen Hughes

Amendment 326
Article 57, paragraph 2

2. An authorisation shall be granted if the
risk to human health or the environment

AM\569916EN.doc
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from the use of a substance arising from
the intrinsic properties specified in

Annex X111 is adequately controlled in
accordance with Annex I, section 6, and as
documented in the applicant’s chemical
safety report.

The Commission shall not consider the
following:

(a) risks to human health and the
environment of emissions of the substance
from an installation for which a permit was
granted in accordance with Council
Directive 96/61/EC;

(b) risks to and via the aquatic environment
of discharges of the substance from a point
source governed by the requirement for
prior regulation referred to in Article 11 (3)
and legislation adopted under Article 16 of
Directive 2000/60/EC of the European
Parliament and of the Council;

(c) risks to human health arising from the
use of a substance in a medical device
regulated by Council

Directive 90/385/EEC, Council

Directive 93/42/EEC or Directive 98/79/EC
of the European Parliament and of the
Council.

(@) it is demonstrated that suitable
alternative substances or technologies do
not exist, and

(b) the social and economic advantages
outweigh the risks to human health or the
environment which arise from the use of
the substance, and

(c) the risk to human health or the
environment from the use of a substance
arising from the intrinsic properties
specified in Annex X111 is adequately
controlled in accordance with Annex I,
section 6, and as documented in the
applicant’s chemical safety report.

Or.en

Justification

The existence of suitable alternative should come first. Particular attention should be paid to
the coherence of REACH requirements with the directives on health and safety at work.
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Vybor pre zamestnanost’ a socidalne veci

1.6.2005 PE 359.927v02-00

POZMENUJUCE A DOPLNUJUCE NAVRHY 323-431

Navrh stanoviska (PE 357.617v02-00)
Thomas Mann

Névrh nariadenia Eurdpskeho parlamentu a Rady o Registracii, hodnoteni, povol'ovani

a obmedzeni chemickych latok (Reach), zakladajuceho Eurdépsku chemicka agenturu

a doplniujiiceho smernicu 1999/45/ES a nariadenie (ES) ¢islo .../... {O perzistentnych
organickych polutantoch}

Névrh nariadenia (COM(2003)0644 — C6-0530/2003 — 2003/0256(COD))

Text navrhnuty Komisiou Pozmeiiujice a doplitujuce navrhy
Parlamentu

Pozmenujuci a doplitujici navrh, ktory predklada Mario Mantovani

Pozmetiujuici a doplitujici navrh 323
Clanok 56, odsek 1

Identifikacia latok, o ktorych hovori ¢lanok Identifikécia latok, o ktorych hovori ¢lanok
54(d), (e) a () 54(d) a (e) (vypustenie)
1. Na identifikaciu latok, o ktorych hovori 1. Na identifikaciu latok, o ktorych hovori
clanok 54(d), (e) a (f) sa pred akymikol'vek clanok 54(d), (e) a (e) (vypustenie) sa pred
odporucaniami podl'a ¢lanku 55(3) pouzije akymikol'vek odporac¢aniami podl'a ¢lanku
postup stanoveny v odsekoch 2 az 7 tohto 55(3) pouzije postup stanoveny v odsekoch
¢lanku. 2 az 7 tohto ¢lanku..
Or. it
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Odoévodnenie

Na definovanie endokrinnych rusivych viastnosti neexistuju zZiadne kritéria. Doplnkové
kritéria ku kritériam stanovenym v clanku 54(d) a (e) musia byt identifikované na zdklade
vedeckych dokazov, aby nemohli vzniknut' svojvolné rozhodnutia. Tento pozmenujuci

a doplnujuci navrh je prepojeny s ostatnymi pozmenujucimi a dopliiujucimi navrhmi

k ¢lankom v hlave VII: Povolovanie.

Pozmenujuci a doplitujici navrh, ktory predklada Mario Mantovani

Pozmetiujuici a doplitujici navrh 324
Clanok 56, odsek 2 a 3

2. Komisia moze poziadat’ Agentiru, aby
pripravila doklad v sulade s dodatkom XIV
pre latky, ktoré podl'a ich ndzoru spiiiajii
kritéria stanovené v ¢lanku 54 (d), (e) a (f).
Agentura rozosle tento dokument ¢lenskym
Statom.

3. Kazdy clensky stat moze pripravit’ doklad
v sulade s dodatkom XIV pre latky, ktoré
podPa nich spiiaji kritéria stanovené

v ¢lanku 54(d), (e) a (f) a poslat’ ho
Agenture. Agentura rozosle tento dokument
ostatnym c¢lenskym Statom.

2. 2. Komisia moze poziadat’ Agentiru, aby
pripravila doklad v sulade s dodatkom XIV
pre latky, ktoré podl'a ich ndzoru spiiaji
kritéria stanovené v ¢lanku 54 (d), a (e)
(vypustenie). Agentura rozosle tento
dokument ¢lenskym Statom.

3. Kazdy clensky §tat moze pripravit’ doklad
v stlade s dodatkom XIV pre latky, ktoré
podl'a nich spiiaju kritéria stanovené

v ¢lanku 54(d), (e) a (e) (vypustenie)

a poslat’ ho Agentare. Agentira rozosle tento
dokument ostatnym ¢lenskym Statom.

Or. it

Odovodnenie

Na definovanie endokrinnych rusivych vlastnosti neexistuju ziadne kritéria. Doplnkove
kritéria ku kritériam stanovenym v clanku 54(d) a (e) musia byt identifikované na zaklade
vedeckych dokazov, aby nemohli vzniknut svojvolné rozhodnutia. Tento pozmenujici

a doplnujuci navrh je prepojeny s ostatnymi pozmenujucimi a doplnujucimi navrhmi

k clankom v hlave VII: Povolovanie.

Pozmenujuci a doplitujuci navrh, ktory predklada Elisabeth Schroedter

Pozmeiujuci a doplitujici ndvrh 325
Clanok 57, odsek 2

Povolenie je udelené, ak je v sulade s dodatkom
1, paragraf 6 a podl’'a dokumentov Ziadatel’ovej
spravy o bezpecnosti chemickych ldtok
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primerane kontrolované ohrozenie Pudského
zdravia alebo Zivotného prostredia pri pouZiti
latky, vyplpyvajuce z vnutornych vlastnosti,
urcené podla dodatku XIII.

Komisia neberie do uvahy nasledovné:

(a)ohrozenie Pudského zdravia a Zivotného
prostredia emisiami ldtok zo zavedenia,
ktorému bolo udelené povolenie v sulade so
smernicou Rady 96/61/ES 49;

(b) ohrozenie vyplyvajiice 7 vodného prostredia
a ohrozenie vodného prostredia tinikom ldatky
z bodového zdroja, ktory sa riadi poZiadavkami
pre predchadzajiice nariadenie, o ktorom
hovori ¢lanok 11(3) a legislativa prijata podla
Clanku 16 smernice 2000/60/ES Eurdpskeho
parlamentu a Rady 50;

(c) ohrozenie Pudského zdravia vyplyvajiice

g pouzitia ldatky v lekdrskom pristroji, ktoré sa
riadi smernicou Rady 90/385/EHS 51,
smernicou Rady 93/42/EHS52 alebo smernicou
98/79/ES Europskeho parlamentu a Rady.

Odovodnenie

Rozumnejsie je venovat sa prevencii ako obnove. Preto by nahrada mala mat prednost pred

,, primeranou kontrolou“ v sulade so sucasnou legislativou o bezpecnosti pracovnikov, biocidoch

a urcitych nebezpecnych latkach v elektrickom a elektronickom zariadeni. Odhliadnuc od vieobecnych
pochybnosti o realizovatelnosti ,, primeranej kontroly “ nie je tento navrh pouzitelny na latky, ktoré su
perzistentné, bioakumulacné alebo neprahovo genotoxicke.

Tu uvedené legislativne nastroje neberi do uvahy dostupnost nahrad, a preto nemézu byt povazované

za rovnocenné k REACH.

Pozmenujici a doplitujici navrh, ktory predklada Stephen Hughes

Pozmetiujuici a doplitujici navrh 326
Clanok 57, odsek 2

2. Povolenie je udelené, ak je v siilade s
dodatkom I, paragraf 6 a podl’a dokumentov
Ziadatelovej spravy o bezpecnosti chemickych
latok primerane kontrolované ohrozenie
Pudského zdravia alebo Zivotného prostredia pri
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pouiiti latky, vyplpyvajice 7 vniitornych
vlastnosti, urcené podl’a dodatku XIII.

Komisia neberie do uvahy nasledovné:

(a) ohrozenie Pudského zdravia a Zivotného
prostredia emisiami latok zo zavedenia,
ktorému bolo udelené povolenie v sulade so
smernicou Rady 96/61/ES;

(b) ohrozenie vyplyvajiice 7 vodného prostredia
a ohrozenie vodného prostredia unikom latky
z bodového zdroja, ktory sa riadi poZiadavkami
pre predchddzajuce nariadenie, o ktorom
hovori ¢lanok 11(3) a legislativa prijata podla
Clanku 16 smernice 2000/60/ES Eurdpskeho
parlamentu a Rady;

(¢) ohrozenie T'udského zdravia vyplyvajace

z pouzitia latky v lekdrskom pristroji, ktoré sa
riadi smernicou Rady 90/385/EHS, smernicou
Rady 93/42/EHS alebo smernicou 98/79/ES
Eurdpskeho parlamentu a Rady.

() ukazalo sa, Ze neexistuju vhodné
alternativne latky alebo technologie, a

(b) socidlne a ekonomické vyhody
prevaZuju ohrozenie Pudského zdravia
alebo Zivotného prostredia, ktoré je
sposobené pouZitim ldtky, a

(c) ak je v sulade s dodatkom I, paragraf 6,
a podla Ziadatel ovej spravy o bezpecnosti
chemickych latok primerane kontrolované
ohrozenie 'udského zdravia alebo Zivotného
prostredia, sposobené pouzitim latky,
vyplyvajuce z vautornych vlastnosti,
urcenych v dodatku XIII.

Or. en

Odovodnenie

Najprv by mala existovat’ vhodna alternativa. Zvlastna pozornost' by sa mala venovat
suvislosti poziadaviek REACH so smernicami o zdravi a bezpecnosti pri prdci.
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