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% Regulation (EC) No 1223/2009, of the European Parliament and of the Council of 30 November
2009 on Cosmetic Products, 2009 O.J (L 342/59), art. 2(a) [hereinafter EU Cosmetic Regulation].
® European Commission, 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, 1 5, 10.
* EU Cosmetic Regulation, art.11.
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Questions and Answers on the notification of cosmetic products containing Nanomaterials, at 2,
http://mst.dk/media/mst/9463575/14-03_qa_for_responsible_persons.pdf (last visited Jan. 14, 2017.)
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® EU Cosmetic Regulation, art. 16.

" EU Cosmetic Regulation, art. 23.
® EU Cosmetic Regulation, art. 22.
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EU Cosmetic Regulation, art. 50.

EU Cosmetic Regulation, art 37.

The Cosmetic Products Enforcement Regulations 2013, art. 13.

2 FD&C Act, sec. 201(i).

¥ US Food and Drug Administration, Hair Dyes,
http://www.fda.gov/Cosmetics/Productsingredients/Products/ucm143066.htm (last visited Dec. 14,
2016).

4 US Food and Drug Administration, FDA Authority Over Cosmetics: How Cosmetics Are Not
FDA-Approved, but Are FDA-Regulated,
http://www.fda.gov/Cosmetics/GuidanceRegulation/LawsRegulations/ucm074162.htm (last visited Dec.
14, 2016).

5 US Food and Drug Administration, Are cosmetic companies required to register with FDA?,
http://www.fda.gov/ForIndustry/FDABasicsforindustry/ucm238795.htm (last visited Dec. 14, 2016).
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16 US Food and Drug Administration, Cosmetics & U.S. Law,
http://www.fda.gov/Cosmetics/GuidanceRegulation/LawsRegulations/ucm2005209.htm (last visited
Dec. 14, 2016).

7 US Food and Drug Administration, Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?),
http://www.fda.gov/Cosmetics/GuidanceRegulation/LawsRegulations/ucm074201.htm (last visited Dec.
14, 2016).

18 US Food and Drug Administration, New Drug Application (NDA),
http://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/approvala
pplications/newdrugapplicationnda/default.htm (last visited Dec. 14, 2016).

9 US Food and Drug Administration, Drug Applications for Over-the-Counter (OTC) Drugs,
http://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/approvala
pplications/over-the-counterdrugs/default.htm (last visited Dec. 14, 2016).

%0 US Food and Drug Administration, Drug Registration and Listing System (DRLS and eDRLS),
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/DrugRegistrationandL.isting/uc
m2007058.htm (last visited Dec. 14, 2016).

21 US Food and Drug Administration, Inspection of Cosmetics,
http://www.fda.gov/Cosmetics/ComplianceEnforcement/ucm136455.htm (last visited Dec. 14, 2016).
2 FD&C Act, sec.303.
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