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EN 1  EN 

ANNEX I 

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.  

  

1. Council Directive 91/271/EEC of 21 May 1991 concerning urban wastewater 

treatment (OJ L 135, 30.5.1991, p. 40) 

2. 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) 

3. 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) 

4. European Parliament and Council Directive 94/62/EC of 20 December 1994 on 

packaging and packaging waste 

5. 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) 

6. 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) 

7. 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) 

8. 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) 

9. 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) 

10. 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) 

11. 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) 

12. 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) 

13. 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) 

14. 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) 

15. Regulation (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) 

16. 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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17. 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) 

18. 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) 

19. 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) 

20. 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) 

21. 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) 

22. 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) 

23. 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) 

24. 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) 

25. 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) 

26. 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) 

27. 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) 

28. 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) 

29. 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) 

30. 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) 

31. 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) 

32. 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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ANNEX II 

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 

Council1 and Regulation (EC) No 726/2004 of the European Parliament and of the 

Council2;  

2. Data related to environmental risk assessments, compiled pursuant to Regulation (EU) 

2019/6 of the European Parliament and of the Council3; and 

3. Maximum residue levels data compiled pursuant to Regulation (EC) No 470/2009 of 

the European Parliament and of the Council4. 

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 

Article 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. 

 

                                                 
1 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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ANNEX III 

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.  

 

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) 

2. European Parliament and Council Directive 94/62/EC of 20 December 1994 on 

packaging and packaging waste 

3. 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) 

4. 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) 

5. 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) 

6. 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) 

7. 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) 

8. 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) 

9. 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) 

10. 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) 

11. 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) 

12. 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) 

13. 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) 
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