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ANNEX |

UNION ACTS REFERRED TO IN ARTICLES 2, 3, 8, 11, 12, 15, 17, 21, 22 AND 23

Reference to each Union act listed herein should be understood also as reference to
all implementing and delegated acts adopted under that Union act, where relevant.

Council Directive 91/271/EEC of 21 May 1991 concerning urban wastewater
treatment (OJ L 135, 30.5.1991, p. 40)

Council Directive 91/676/EEC of 12 December 1991 concerning the protection of
waters against pollution caused by nitrates from agricultural sources (OJ L 375,
31.12.1991, p.1)

Council Regulation (EEC) No 315/93 of 8 February 1993 laying down Community
procedures for contaminants in food (OJ L 037, 13.2.1993, p.1)

European Parliament and Council Directive 94/62/EC of 20 December 1994 on
packaging and packaging waste

Council Directive 98/24/EC of 7 April 1998 on the protection of workers from the
risks related to chemical agents at work (fourteenth individual Directive within the
meaning of Article 16(1) of Directive 89/391/EEC) (OJ L 131, 5.5.1998, p. 11)
Directive 2004/37/EC of the European Parliament and of the Council of 29 April
2004 on the protection of workers from the risks related to exposure to carcinogens or
mutagens at work (Sixth individual Directive within the meaning of Article 16(1) of
Council Directive 89/391/EEC) (OJ L 158, 30.4.2004, p.50)

Directive 2000/53/EC of the European Parliament and of the Council of 18
September 2000 on end-of life vehicles (OJ L 269, 21.10.2000, p. 34)

Directive 2000/60/EC of the European Parliament and of the Council of 23 October
2000 establishing a framework for the Community action in the field of water
policy (OJ L 327, 22.12.2000, p.1)

Directive 2001/18/EC of the European Parliament and of the Council of 12 March
2001 on the deliberate release into the environment of genetically modified organisms
and repealing Council Directive 90/220/EEC (OJ L 106, 17.4.2001, p. 1)

Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28
January 2002 laying down the general principles and requirements of food law,
establishing the European Food Safety Authority and laying down procedures in
matters of food safety (OJ L 031, 1.2.2002, p. 1)

Directive 2002/32/EC of the European Parliament and of the Council of 7 May 2002
on undesirable substances in animal feed (OJ L 140, 30.5.2002, p. 10)

Directive 2002/46/EC on the approximation of the laws of the Member States relating
to food supplements (OJ L 183, 12.7.2002, p. 51)

Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22
September 2003 on genetically modified food and feed (OJ L 268, 18.10.2003, p. 1)
Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22
September 2003 on additives for use in animal nutrition (OJ L 268, 18.10.2003, p. 29)
Requlation (EC) No 2065/2003 of the European Parliament and of the Council of 10
November 2003 on smoke flavourings used or intended for use in or on foods (OJ L
309, 26.11.2003, p. 1)

Regulation (EC) No 853/2004 of the European Parliament and of the Council of 29
April 2004 laying down specific hygiene rules for food of animal origin (OJ L 139,
30.4.2004, p. 55)
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Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31
March 2004 on detergents (OJ L 104, 8.4.2004, p. 1)

Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29
April 2004 on the hygiene of foodstuffs (OJ L 139, 30.4.2004, p. 1)

Regulation (EC) No 1935/2004 of the European Parliament and of the Council of 27
October 2004 on materials and articles intended to come into contact with food and
repealing Directives 80/590/EEC and 89/109/EEC (OJ L 338, 13.11.2004, p. 4)
Directive 2004/107/EC of the European Parliament and of the Council of 15
December 2004 relating to arsenic, cadmium, mercury, nickel and polycyclic
aromatic hydrocarbons in ambient air (OJ L 023, 26.1.2005, p. 3)

Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23
February 2005 on maximum residue levels of pesticides in or on food and feed of
plant and animal origin and amending Council Directive 91/414/EEC (OJ L 070,
16.3.2005, p. 1)

Regulation (EC) No 166/2006 of the European Parliament and of the Council of 18
January 2006 concerning the establishment of a European Pollutant Release and
Transfer Register and amending Council Directives 91/689/EEC and 96/61/EC
(OJ L 033, 4.2.2006, p. 1)

Directive 2006/118/EC of the European Parliament and of the Council of 12
December 2006 on the protection of groundwater against pollution and
deterioration (OJ L 372, 27.12.2006, p. 19)

Regulation (EC) 1907/2006 of the European Parliament and of the Council of 18
December 2006 concerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH), establishing a European Chemicals Agency,
amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93
and Commission Regulation (EC) No 1488/94 as well as Council Directive
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC, and
2000/21/EC (OJ L 396, 30.12.2006, p. 1)

Regulation (EC) No 1924/2006 of the European Parliament and of the Council of 20
December 2006 on nutrition and health claims made on foods (OJ L 404, 30.12.2006,
p. 9)

Regulation (EC) No 1925/2006 of the European Parliament and of the Council of 20
December 2006 on the addition of vitamins and minerals and of certain other
substances to foods (OJ L 404, 30.12.2006, p. 26)

Directive 2007/2/EC of the European Parliament and of the Council of 14 March
2007 establishing an Infrastructure for Spatial Information in the European
Community (INSPIRE) (OJ L 108, 25.4.2007, p. 1)

Regulation (EC) No 108/2008 of the European Parliament and of the Council of 15
January 2008 amending Regulation (EC) No 1925/2006 on the addition of vitamins
and minerals and of certain other substances to foods (OJ L 39, 13.2.2008, p. 11)
Directive 2008/56/EC of the European Parliament and of the Council of 17 June 2008
establishing a framework for community action in the field of marine environmental
policy (Marine Strategy Framework Directive) (OJ L 164, 25.6.2008, p. 19)

Directive 2008/50/EC of the European Parliament and of the Council of 21 May 2008
on ambient air quality and cleaner air for Europe (OJ L 152, 11.6.2008, p. 1)
Directive 2008/98/EC of the European Parliament and of the Council of 19 November
2008 on waste and repealing certain Directives (OJ L 312, 22.11.2008, p. 3)

Directive 2008/105/EC of the European Parliament and of the Council of 16
December 2008 on environmental quality standards in the field of water policy,
amending and subsequently repealing Council Directives 82/176/EEC, 83/513/EEC,
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84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive 2000/60/EC of the
European Parliament and of the Council (OJ L 348, 24.12.2008, p. 84)

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16
December 2008 on classification, labelling and packaging of chemicals of substances
and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and
amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p. 1)

Regulation (EC) No 1331/2008 of the European Parliament and of the Council of 16
December 2008 establishing a common authorisation procedure for food additives,
food enzymes and food flavourings (OJ L 354, 31.12.2008, p. 1)

Regulation (EC) No 1332/2008 of the European Parliament and of the Council of 16
December 2008 on food enzymes and amending Council Directive 83/417/EEC,
Council Regulation (EC) No 1493/1999, Directive 2000/13/EC, Council Directive
2001/112/EC, and Regulation (EC) No 258/97 (OJ L 354, 31.12.2008, p.7)
Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16
December 2008 on food additives (OJ L 354, 31.12.2008, p. 16)

Regulation (EC) No 1334/2008 of the European Parliament and of the Council of 16
December 2008 on flavourings and certain food ingredients with flavouring
properties for use in and on foods and amending Council Regulation (EEC) No
1601/91, Regulations (EC) No 2232/96 and (EC) No 110/2008 and Directive
2000/13/EC (OJ L 354, 31.12.2008, p. 34)

Directive 2009/125/EC of the European Parliament and of the Council of 21 October
2009 establishing a framework for the setting of ecodesign requirements for energy-
related products

Regulation (EC) No 401/2009 of the European Parliament and of the Council of 23
April 2009 on the European Environment Agency and the European Environment
Information and Observation Network (OJ L 126, 21.5.2009, p. 13)

Directive 2009/32/EC of the European Parliament and of the Council of 23 April
2009 on the approximation of the laws of the Member States on extraction solvents
used in the production of foodstuffs and food ingredients (OJ L 141, 6.6.2009, p. 3)
Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009
on the safety of toys (OJ L 170, 30.6.2009, p. 1)

Regulation (EC) No 1069/2009 of the European Parliament and of the Council of 21
October 2009 laying down health rules as regards animal by-products and derived
products not intended for human consumption and repealing Regulation (EC) No
1774/2002 (OJ L 300, 14.11.2009, p. 1)

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21
October 2009 concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC (OJ L 309, 24.11.20009, p.
1)

Directive 2009/128/EC of the European Parliament and of the Council of 21 October
2009 establishing a framework for Community action to achieve the sustainable use
of pesticides (OJ L 309, 24.11.2009, p. 71)

Directive 2009/148/EC of the European Parliament and of the Council of 30
November 2009 on the protection of workers from the risks related to exposure to
asbestos at work (OJ L 330, 16.12.2009, p. 28)

Regulation (EC) No 1221/2009 of the European Parliament and of the Council of 25
November 2009 on the voluntary participation by organisations in a Community eco-
management and audit scheme (EMAS), repealing Regulation (EC) No 761/2001 and
Commission Decisions 2001/681/EC and 2006/193/EC (OJ L 342, 22.12.2009, p. 1)
Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30
November 2009 on cosmetic products (OJ L 342, 22.12.2009, p. 59)
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55.
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57.

58.

59.

60.

Directive 2010/75/EU of the European Parliament and of the Council of 24
November 2010 on industrial emissions (integrated pollution prevention and control)
(OJ L 334,17.12.2010, p. 17)

Regulation (EC) No 66/210 of the European Parliament and of the Council of 25
November 2009 on the EU Ecolabel (OJ L 027, 30.1.2010, p. 1)

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011
on the restriction of the use of certain hazardous substances in electrical and
electronic equipment (OJ L 174, 1.7.2011, p. 88)

Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25
October 2011 on the provision of food information to consumers, amending
Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament
and of the Council, and repealing Commission Directive 87/250/EEC, Council
Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of
the European Parliament and of the Council, Commission Directives 2002/67/EC and
2008/5/EC and Commission Regulation (EC) No 608/2004 (OJ L 304, 22.11.2011, p.
18)

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22
May 2012 concerning the making available on the market and use of biocidal
products (OJ L 167, 27.6.2012, p. 1)

Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012
on the control of major-accident hazards involving dangerous substances, amending
and subsequently repealing Council Directive 96/82/EC (OJ L 197, 24.7.2012, p. 1)
Directive 2012/19/EU of the European Parliament and of the Council of 4 July 2012
on waste electrical and electronic equipment (WEEE) (OJ L 197, 24.7.2012, p. 38)
Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4
July 2012 concerning the import and export of hazardous chemicals (OJ L 201,
27.7.2012, p. 60)

Regulation (EU) No 609/2013 of the European Parliament and of the Council of 12
June 2013 on food intended for infants and young children, food for special medical
purposes, and total diet replacement for weight control and repealing Council
Directive 92/52/EEC, Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC
and 2006/141/EC, Directive 2009/39/EC of the European Parliament and of the
Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 (OJ L
181, 29.6.2013, p. 35)

Directive 2014/28/EU of the European Parliament and of the Council of 26 February
2014 on the harmonisation of the laws of the Member States relating to the making
available on the market and supervision of explosives for civil uses (OJ L 96,
29.3.2014, p. 1)

Directive 2014/40/EU of the European Parliament and of the Council of 3 April 2014
on the approximation of the laws, regulations and administrative provisions of the
Member States concerning the manufacture, presentation and sale of tobacco and
related products and repealing Directive 2001/37/EC (OJ L 127, 29.4.2014, p. 1)
Requlation (EU) No 517/2014 of the European Parliament and of the Council of 16
April 2014 on fluorinated greenhouse gases and repealing Regulation (EC) No
842/2006 (OJ L 150, 20.5.2014, p. 195)

Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25
November 2015 on novel foods, amending Regulation (EU) No 1169/2011 of the
European Parliament and of the Council and repealing Regulation (EC) No 258/97 of
the European Parliament and of the Council and Commission Regulation (EC) No
1852/2001 (OJ L 327, 11.12.2015, p. 1)

4

www.parlament.gv.at

EN


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2010/75/EU;Year:2010;Nr:75&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:334;Day:17;Month:12;Year:2010;Page:17&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:027;Day:30;Month:1;Year:2010;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2011/65/EU;Year:2011;Nr:65&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2011/65;Nr:2011;Year:65&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:174;Day:1;Month:7;Year:2011;Page:88&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:1169/2011;Nr:1169;Year:2011&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:1924/2006;Nr:1924;Year:2006&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:1925/2006;Nr:1925;Year:2006&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:87/250/EEC;Year:87;Nr:250&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:90/496/EEC;Year:90;Nr:496&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:1999/10/EC;Year:1999;Nr:10&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2000/13/EC;Year:2000;Nr:13&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2000/13;Year2:2000;Nr2:13&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2002/67/EC;Year:2002;Nr:67&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2002/67;Nr:2002;Year:67&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2008/5/EC;Year:2008;Nr:5&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2008/5;Year2:2008;Nr2:5&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:608/2004;Nr:608;Year:2004&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:304;Day:22;Month:11;Year:2011;Page:18&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:304;Day:22;Month:11;Year:2011;Page:18&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:528/2012;Nr:528;Year:2012&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:167;Day:27;Month:6;Year:2012;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:2012/18/EU;Year:2012;Nr:18&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2012/18;Year2:2012;Nr2:18&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=RIL&code2=&gruppen=Link:96/82/EC;Year:96;Nr:82&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:96/82;Nr:96;Year:82&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:197;Day:24;Month:7;Year:2012;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2012/19;Year2:2012;Nr2:19&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:197;Day:24;Month:7;Year:2012;Page:38&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:649/2012;Nr:649;Year:2012&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:201;Day:27;Month:7;Year:2012;Page:60&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:201;Day:27;Month:7;Year:2012;Page:60&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:609/2013;Nr:609;Year:2013&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:92/52;Nr:92;Year:52&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2006/125;Year2:2006;Nr2:125&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2006/141;Year2:2006;Nr2:141&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2009/39;Year2:2009;Nr2:39&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:41/2009;Nr:41;Year:2009&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:953/2009;Nr:953;Year:2009&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:181;Day:29;Month:6;Year:2013;Page:35&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:181;Day:29;Month:6;Year:2013;Page:35&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2014/28;Year2:2014;Nr2:28&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:96;Day:29;Month:3;Year:2014;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:96;Day:29;Month:3;Year:2014;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2014/40;Year2:2014;Nr2:40&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2001/37;Year2:2001;Nr2:37&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:127;Day:29;Month:4;Year:2014;Page:1&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:517/2014;Nr:517;Year:2014&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:842/2006;Nr:842;Year:2006&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:150;Day:20;Month:5;Year:2014;Page:195&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:2015/2283;Year2:2015;Nr2:2283&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:1169/2011;Nr:1169;Year:2011&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:258/97;Nr:258;Year:97&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=VER&code2=&gruppen=Link:1852/2001;Nr:1852;Year:2001&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=167377&code1=ABL&code2=&gruppen=Code:L;Nr:327;Day:11;Month:12;Year:2015;Page:1&comp=

EN

61.

62.

63.

64.

65.

66.

67.

68.

69.

70.

Directive (EU) 2016/2284 of the European Parliament and of the Council of 14

December 2016 on the reduction of national emissions of certain atmospheric
pollutants, amending Directive 2003/35/EC and repealing Directive 2001/81/EC (OJ
L 344, 17.12.2016, p. 1)

Regulation (EU) 2017/625 of the European Parliament and of the Council of 15

March 2017 on official controls and other official activities performed to ensure the
application of food and feed law, rules on animal health and welfare, plant health and
plant protection products, amending Regulations (EC) No 999/2001, (EC) No
396/2005, (EC) No 1069/2009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No
652/2014, (EU) 2016/429 and (EU) 2016/2031 of the European Parliament and of the
Council, Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council
Directives 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC, and
repealing Regulations (EC) No 854/2004 and (EC) No 882/2004 of the European
Parliament and of the Council, Council Directives 89/608/EEC, 89/662/EEC,
90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision
92/438/EEC (Official Controls Regulation) (OJ L 095, 7.4.2017, p. 1)

Requlation (EU) 2017/745 of the European Parliament and of the Council on medical
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and
93/42/EEC (OJ L 117,5.5.2017, p. 1)

Reqgulation (EU) 2017/852 of the European Parliament and of the Council of 17 May
2017 on mercury, and repealing Regulation (EC) No 1102/2008 (OJ L 137,
24.5.2017, p. 1)

Regulation (EU) 2019/4 of the European Parliament and of the Council of 11
December 2018 on the manufacture, placing on the market and use of medicated feed,
amending Regulation (EC) No 183/2005 of the European Parliament and of the
Council and repealing Council Directive 90/167/EEC (OJ L 4, 7.1.2019, p. 1).
Regulation (EU) 2019/1009 of the European Parliament and of the Council of 5 June
2019 laying down rules on the making available on the market of EU fertilising
products and amending Regulations (EC) No 1069/2009 and (EC) No 1107/2009 and
repealing Regulation (EC) No 2003/2003 (OJ L 170, 25.6.2019, p. 1)

Regulation (EU) 2019/1021 of the European Parliament and of the Council of 20 June
2019 on persistent organic pollutants (OJ L 169, 25.6.2019, p. 45)

Directive (EU) 2020/2184 of the European Parliament and of the Council of 16
December 2020 on the quality of water intended for human consumption (OJ L 435,
23.12.2020, p. 1)

Regulation (EU) .../... of the European Parliament and of the Council on nature
restoration (OJ .../ELI: ... [OP: please add number and publication reference].
Regulation (EU) .../... of the European Parliament and of the Council concerning
batteries and waste batteries, repealing Directive 2006/66/EC and amending
Regulation (EU) No 2019/1020 (OJ .../ELI: ... [OP: please add number and
publication reference].
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EN

ANNEX I

UNION ACTS REFERRED TO IN ARTICLES 2, 3, 12, 17 AND 23 AND REFERENCE VALUES
REFERRED TO IN ARTICLE 8

Part 1 - Specific data on relevant active substances to be identified in accordance with Article
4(5)(b) falling under the scope of this Regulation for the purposes of Article 3 for human and
veterinary medicinal products

1. Non-clinical safety data, including data related to environmental risk assessments,
compiled pursuant to Directive 2001/83/EC of the European Parliament and of the
Council' and Regulation (EC) No 726/2004 of the European Parliament and of the
Council?;

2. Data related to environmental risk assessments, compiled pursuant to Regulation (EU)
2019/6 of the European Parliament and of the Council®; and

3. Maximum residue levels data compiled pursuant to Regulation (EC) No 470/2009 of
the European Parliament and of the Council®.

These data shall be limited to data submitted to the EMA in the context of the relevant
procedures that are concluded after the date of entry into force of this Regulation. Where
relevant, the data held by the EMA resulting from procedures concluded before the entry into
force of this Regulation may also be considered for inclusion into the common data platform.

Part 2 - Reference values to be included in the repository of reference values following
Acrticle 8(3)

1. Predicted no effect concentrations derived as part of the environmental risk assessment
under Directive 2001/83/EC of the European Parliament and of the Council, Regulation
(EC) No 726/2004 of the European Parliament and of the Council and Regulation (EU)
2019/6 of the European Parliament and of the Council.

These data shall be limited to data submitted to the EMA in the context of the relevant
procedures that are concluded after the date of entry into force of this Regulation. Where
relevant, data held by the EMA resulting from procedures concluded before the date of entry
into force of this Regulation shall also be considered for inclusion into the common data
platform.

! Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67).
2 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying

down Union procedures for the authorisation and supervision of medicinal products for human use and
establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).

3 Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on
veterinary medicinal products and repealing Directive 2001/82/EC (OJ L 4, 7.1.2019, p. 43).
4 Regulation (EC) No 470/2009 of the European Parliament and of the Council of 6 May 2009 laying

down Community procedures for the establishment of residue limits of pharmacologically active
substances in foodstuffs of animal origin, repealing Council Regulation (EEC) No 2377/90 and
amending Directive 2001/82/EC of the European Parliament and of the Council and Regulation (EC)
No 726/2004 of the European Parliament and of the Council (OJ L 152, 16.6.2009, p. 11).
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10.

11.

12.

13.

ANNEX 11

UNION ACTS REFERRED TO IN ARTICLES 2, 10 AND 23

Reference to each Union act listed herein should be understood also as reference to
all implementing and delegated acts adopted under that Union act, where relevant.

Council Regulation (EEC) No 315/93 of 8 February 1993 laying down Community
procedures for contaminants in food (OJ L 037, 13.2.1993, p.1)

European Parliament and Council Directive 94/62/EC of 20 December 1994 on
packaging and packaging waste

Directive 2004/37/EC of the European Parliament and of the Council of 29 April
2004 on the protection of workers from the risks related to exposure to carcinogens or
mutagens at work (Sixth individual Directive within the meaning of Article 16(1) of
Council Directive 89/391/EEC) (OJ L 158, 30.4.2004, p.50)

Council Directive 98/24/EC of 7 April 1998 on the protection of workers from the
risks related to chemical agents at work (fourteenth individual Directive within the
meaning of Article 16(1) of Directive 89/391/EEC) (OJ L 131, 5.5.1998, p. 11)
Directive 2000/53/EC of the European Parliament and of the Council of 18
September 2000 on end-of life vehicles (OJ L 269, 21.10.2000, p. 34)

Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28
January 2002 laying down the general principles and requirements of food law,
establishing the European Food Safety Authority and laying down procedures in
matters of food safety (OJ L 031, 1.2.2002, p. 1)

Directive 2002/32/EC of the European Parliament and of the Council of 7 May 2002
on undesirable substances in animal feed (OJ L 140, 30.5.2002, p. 10)

Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22
September 2003 on additives for use in animal nutrition (OJ L 268, 18.10.2003, p. 29)
Regulation (EC) No 1935/2004 of the European Parliament and of the Council of 27
October 2004 on materials and articles intended to come into contact with food and
repealing Directives 80/590/EEC and 89/109/EEC (OJ L 338, 13.11.2004, p. 4)
Directive 2004/107/EC of the European Parliament and of the Council of 15
December 2004 relating to arsenic, cadmium, mercury, nickel and polycyclic
aromatic hydrocarbons in ambient air (OJ L 023, 26.1.2005, p. 3)

Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23
February 2005 on maximum residue levels of pesticides in or on food and feed of
plant and animal origin and amending Council Directive 91/414/EEC (OJ L 70,
16.3.2005, p. 1)

Directive 2006/118/EC of the European Parliament and of the Council of 12
December 2006 on the protection of groundwater against pollution and deterioration
(OJ L 372, 27.12.2006, p. 19)

Requlation (EC) 1907/2006 of the European Parliament and of the Council of 18
December 2006 concerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH), establishing a European Chemicals Agency,
amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93
and Commission Regulation (EC) No 1488/94 as well as Council Directive
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC, and
2000/21/EC (OJ L 396, 30.12.2006, p. 1)
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15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

217.

28.

29.

Directive 2012/19/EU of the European Parliament and of the Council of 4 July 2012
on waste electrical and electronic equipment (WEEE) (OJ L 197, 24.7.2012, p. 38)
Directive 2008/105/EC of the European Parliament and of the Council of 16
December 2008 on environmental quality standards in the field of water policy,
amending and subsequently repealing Council Directives 82/176/EEC, 83/513/EEC,
84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive 2000/60/EC of the
European Parliament and of the Council (OJ L 348, 24.12.2008, p. 84)

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16
December 2008 on classification, labelling and packaging of chemicals of substances
and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and
amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p. 1)

Regulation (EC) No 1331/2008 of the European Parliament and of the Council of 16
December 2008 establishing a common authorisation procedure for food additives,
food enzymes and food flavourings (OJ L 354, 31.12.2008, p. 1)

Regulation (EC) No 1332/2008 of the European Parliament and of the Council of 16
December 2008 on food enzymes and amending Council Directive 83/417/EEC,
Council Regulation (EC) No 1493/1999, Directive 2000/13/EC, Council Directive
2001/112/EC, and Regulation (EC) No 258/97 (OJ L 354, 31.12.2008, p.7)
Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16
December 2008 on food additives (OJ L 354, 31.12.2008, p. 16)

Regulation (EC) No 1334/2008 of the European Parliament and of the Council of 16
December 2008 on flavourings and certain food ingredients with flavouring
properties for use in and on foods and amending Council Regulation (EEC) No
1601/91, Regulations (EC) No 2232/96 and (EC) No 110/2008 and Directive
2000/13/EC (OJ L 354, 31.12.2008, p. 34)

Regulation (EC) No 1331/2008 of the European Parliament and of the Council of 16
December 2008 establishing a common authorisation procedure for food additives,
food enzymes and food flavourings (OJ L 354, 31.12.2008, p. 1)

Directive 2009/32/EC of the European Parliament and of the Council of 23 April
2009 on the approximation of the laws of the Member States on extraction solvents
used in the production of foodstuffs and food ingredients (OJ L 141, 6.6.2009, p. 3)
Directive 2009/125/EC of the European Parliament and of the Council of 21 October
2009 establishing a framework for the setting of ecodesign requirements for energy-
related products

Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009
on the safety of toys (OJ L 170, 30.6.2009, p. 1)

Regulation (EC) No 1005/2009 of the European Parliament and of the Council of 16
September 2009 on substances that deplete the ozone layer (OJ L 286, 31.10.2009, p.
1)

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21
October 2009 concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC (OJ L 309, 24.11.20009, p.
1)

Directive 2009/148/EC of the European Parliament and of the Council of 30
November 2009 on the protection of workers from the risks related to exposure to
asbestos at work (OJ L 330, 16.12.2009, p. 28)

Requlation (EC) No 1223/2009 of the European Parliament and of the Council of 30
November 2009 on cosmetic products (OJ L 342, 22.12.2009, p. 59)

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011
on the restriction of the use of certain hazardous substances in electrical and
electronic equipment (OJ L 174, 1.7.2011, p. 88)
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30.

31.

32.

33.

34.

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22

May 2012 concerning the making available on the market and use of biocidal
products (OJ L 167, 27.6.2012, p. 1)
Regulation (EU) 2019/4 of the European Parliament and of the Council of 11

December 2018 on the manufacture, placing on the market and use of medicated feed,
amending Regulation (EC) No 183/2005 of the European Parliament and of the
Council and repealing Council Directive 90/167/EEC (OJ L 4, 7.1.2019, p. 1).

Regulation (EU) 2019/1021 of the European Parliament and of the Council of 20 June
2019 on persistent organic pollutants (OJ L 169, 25.6.2019, p. 45)

Directive (EU) 2020/2184 of the European Parliament and of the Council of 16
December 2020 on the quality of water intended for human consumption (OJ L 435,
23.12.2020, p. 1)
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