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			Medicinal products quality, safety and efficacy - ec.europa.eu

			ec.europa.eu
			published by the European Commission. The relevant legislative requirements are provided in Article 51 of Directive 2001/83/EC, as amended, and in Article 55 of Directive 2001/82/EC. Notice is taken of the arrangements referred to in Article 51(2) of …

			   European commission, European, Commission, Europa, Directive, 2010, Directive 2001, Directive 2001 83 ec

		

	

	
				
					

		
			Guideline o the Investigation of Bioequivalence

			www.ema.europa.eu
			is found in Directive 2001/83/EC, Article 10(2)(b), which states that a generic medicinal product is a product which has the same qualitative and quantitative composition in active substances and the same pharmaceutical form as the reference medicinal product, and whose bioequivalence with the reference

			   Directive, Investigation, 2010, Bioequivalence, The investigation of bioequivalence, Directive 2001 83 ec

		

	

	
				
					

		
			DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT …

			www.ema.europa.eu
			This text does not contain the Annex to Directive 2001/83/EC. The Annex currently in force is laid down in Commission Directive 2003/63/EC of 25 June 2003 amending Directive 2001/83/EC of the European Parliament and of the Council on the Community code relating to medicinal products for human use (Official Journal L 159, 27/6/2003 p. 46 - 94).

			   Directive, 2010, Directive 2001 83 ec
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