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NEW EU REGULATION

Revision of the law of 2008
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NEW EU REGULATION
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SCOPE REGULATION
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ENTITY AND ESTABLISHMENT
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TECHNICAL GUIDELINES
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EDQM GUIDE

Position of good practice guidelines
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EURO GTP-2 AND MiRCA
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CHANGE 
MANAGEMENT



Update regulatory framework

25-11-2024 | 10

CHANGE MANAGEMENT
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RISK/BENEFIT BALANCE
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SOHO PREPARATONS
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Superior Health Council – 3 advices

Federal agency – 8 new forms

FAMHP AND SUPERIOR HEALTH COUNCIL

SAER



DANK U
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