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Company name/stamp:
………………………, date: …………………….




The statement of compliance with requirements of European Law and EMA guidelines
concerning clinical studies

I, the undersigned, confirm that the bioequivalence study related to the Request for Proposal No. RFP 021593A/ PIVOTAL BIOEQUIVALENCE STUDY OF THE NEW ORAL SOLUTION FORMULATION will be conducted in accordance with current: 
· Good Clinical Practice (ICH GCP (R2)), 
· the basic principles defined in the EU Clinical Trials Directive 2001/20/EC, 2005/28/EC, 2001/83/EC and Regulation (EU) No 536/2014 of the European Parliament and of the Council 
· Guideline on the Investigation of Bioequivalence (CPMP/EWP/QWP/1401/98 Rev.1/Corr**, 20 January 2010), 
· the principles enunciated in the World Medical Association Declaration of Helsinki (Fortaleza, Brazil, October 2013), 
· the principals of GLP,
· Note for Guidance on Structure and Content of Clinical Study Reports (CPMP/ICH/137/95, July 1996).



                                                                                                     ………………………………………………..…….……………………………
                                                                                                                    signature of an authorized representative of the Tenderer
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