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• More niche look towards a local scale – the Balkan non-EU 

countries

• How to overcome differencies in regulation across local regions

• Managing medicinal products and medical devices in the same 
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• Impact on the industry
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LOCAL QPPV

• Differencies in regulation

• PV knowledge

• Training

• Quality Management System

• Knowledge and understanding of English language

• Audits



COUNTRIES OF INTEREST

• EU/EEA - Eudravigilance

• Macedonia, Serbia, Montenegro, Bosnia & Herzegovina, Albania 

and Kosovo 
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