IMB Cosmetics Information Day

Useful Links to Reference Material
Cosmetics Legislation:
· Cosmetics Directive 76/768/EEC 
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1976L0768:20080424:en:PDF
· General Product Safety Directive 2001/95/EC 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2002:011:0004:0017:EN:PDF
· SI 870 of 2004 European Communities (Cosmetic Products) Regulations, 2004
http://www.irishstatutebook.ie/2004/en/si/0870.html
· SI 199 of 2004 European Communities (General Product Safety) Regulations 2004
http://www.irishstatutebook.ie/2004/en/si/0199.html
· Regulation (EC) No 1223/2009 of the European Parliament and of the  Council  of 30 November 2009 on cosmetic products
· (recast)
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:342:0059:0209:EN:PDF
· New Legislative Framework (Regulation 765/2008)


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:218:0030:0047:en:PDF
Biocides:
· Manual of decisions for implementation of directive 98/8/EC concerning the placing on the market of Biocidal products

http://ec.europa.eu/environment/biocides/pdf/mod_040705.pdf
· Biocidal Products Directive 98/8/EC 

http://ec.europa.eu/environment/biocides/pdf/dir_98_8_biocides.pdf
REACH:
· REACH Regulation (EC) No 1907/2006

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=oj:l:2006:396:0001:0849:en:pdf
· REACH key information for companies
http://ec.europa.eu/enterprise/sectors/chemicals/reach/registration/key_info_index_en.htm
· HSA Chemical Safety Management and Sustainable Use
http://www.hsa.ie/eng/Topics/Chemicals/
Aerosols:

· Aerosol Dispensers Directive (ADD): overview
http://ec.europa.eu/enterprise/sectors/pressure-and-gas/documents/add/
Animal by-products:

· Regulation 1774/2002

http://eur-lex.europa.eu/LexUriServ/site/en/consleg/2002/R/02002R1774-20060401-en.pdf
Borderline: 
· Manual on the scope of Application of the Cosmetics Directive 76/768/EEC
http://ec.europa.eu/consumers/sectors/cosmetics/files/doc/manual_borderlines_version50_en.pdf
· Guidance document agreed between the Commission services and the competent authorities of Member States for the biocidal products Directive 98/8/EC and for the cosmetic products Directive 76/768/EEC
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
· Guidance Document on the demarcation between the Cosmetic Products Directive 76/768 and the Medicinal Products Directive 2001/83 as agreed between the Commission services and the competent authorities of Member States
http://ec.europa.eu/consumers/sectors/cosmetics/files/doc/guidance_doc_cosm-medicinal_en.pdf
· Manual on Borderline and classification in the community regulatory framework for medical devices
http://ec.europa.eu/consumers/sectors/medical-devices/files/wg_minutes_member_lists/version1_7_borderline_manual_en.pdf
Product Information File:
· SCCP safety testing guidelines 6th Revision

http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_03j.pdf
· SCCP opinions

http://ec.europa.eu/health/ph_risk/committees/04_sccp/sccp_opinions_en.htm
· Colipa Guidelines for the Safety Assessment of a Cosmetic product

http://colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association/guidelines.html?view=item&id=27
· Official Testing methods of cosmetic products 

http://europa.eu/legislation_summaries/consumers/consumer_safety/l21192_en.htm
· Directive 2004/10/EC of the European Parliament and of the Council of 11 February 2004 on the harmonisation of laws, regulations and administrative provisions relating to the application of the principles of good laboratory practice and the verification of their applications for tests on chemical substances (codified version)
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:050:0044:0059:en:PDF
· Guidelines on the use of claims referring to the absence of tests on animals pursuant to Council Directive 76/768/EEC

http://www.europarl.europa.eu/meetdocs/2004_2009/documents/dv/545/545267/545267en.pdf
· Colipa Guideline on stability testing of Cosmetics products

http://www.colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association/guidelines.html?view=item&id=20
· Regulatory aspects of Nanomaterials

http://ec.europa.eu/nanotechnology/pdf/com_regulatory_aspect_nanomaterials_2008_en.pdf
Poison Information Centre:

· http://www.poisons.ie/
· Colipa guidelines on cosmetic frame formulations

http://www.colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association/guidelines.html?view=item&id=22
NSAI:

· http://www.nsai.ie/
· www.standards.ie
· ISO TC 217 Cosmetics

http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_tc_browse.htm?commid=54974&published=on&development=on 

GMP Standard:

· GMP and new cosmetic GMP standard EN ISO 22716

http://www.iso.org/iso/catalogue_detail?csnumber=36437
Labelling Requirements:
· Nominal content 80/232/EEC

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:1980L0232:19870629:EN:PDF
· Guide to minimum durability and Period after opening 

http://ec.europa.eu/consumers/sectors/cosmetics/files/doc/wd-04-entr-cos_28_rev_version_adoptee20040419_en.pdf
· Guidance note: The restriction to “Professional use” in the cosmetics directive 76/768/EEC
http://ec.europa.eu/consumers/sectors/cosmetics/files/doc/guidelines_prof_use_en.pdf
· INCI list of Ingredients CosIng Database
http://ec.europa.eu/consumers/cosmetics/cosing/
· Colipa Guidelines for the Evaluation of the Efficacy of Cosmetic products

http://www.colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association.html?view=item&id=23
· WMA Declaration of Helsinki - Ethical Principles for Medical Research Involving Human Subjects

http://www.wma.net/en/30publications/10policies/b3/index.html
Reporting of Undesirable Effects:
· Composition and undesirable effects of cosmetic products to be made easily accessible to the public - practical implementation of article 7a(1)(h) 2nd paragraph of Council directive 76/768/EEC

http://ec.europa.eu/consumers/sectors/cosmetics/files/doc/guide_access_info_en.pdf
· European Directory of Public Access
http://www.european-cosmetics.info/site/index.cfm?SID=14075 
· Colipa Guidelines on the Management of Undesirable Event Reports
 http://www.colipa.eu/publications-colipa-the-european-cosmetic-cosmetics-association/guidelines.html?view=item&id=62l 
· The National Consumer Agency website
http://www.consumerconnect.ie/eng/
· Guidance Document on the relationship between General Product safety (GPSD) and certain sector directives with provisions on product safety.

http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/guidance_gpsd_en.pdf
· Commission decision laying down guidelines for the management of the community Rapid Information System (RAPEX) 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:022:0001:0064:EN:PDF
· Industry guidance for reporting of dangerous consumer products to the competent authorities
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:381:0063:0077:EN:PDF
Industry associations

· Colipa

http://www.colipa.eu/
· ICDA (Irish Cosmetics Detergents and Allied Products Association)
http://www.icda.ie/
· Cosmetics Association

http://www.cosmeticassociation.ie/cosmeticassociation/Main/about.htm
Contact details:
Irish Medicines Board | Bord Leigheasra na hEireann 




 
Kevin O'Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2.



Tel: +353 1 6764971

Fax: +353 1 6767836





Department of Health & Children
Medicines Unit, Hawkins House, Hawkins Street, Dublin 2.

Tel: +353 1 - 635 4000

Fax: +353 1 - 635 4001
National Poisons Information Centre

Beaumont Hospital, Dublin 9.

Tel: +353 1 8092566 / 8379964
Fax: +353 1 8368476

