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26/1/1965 DIRECTIVE 65/65/EEC

Article 10 Renewal (every 5 years), notification of adverse reactions

20/5/1975 CHAPTER Va : Pharmacovigilance in DIRECTIVE 75 319
Article 29b  Definition of Adverse reaction, etc.
Article 29d  Expedited reporting and periodic reporting

Article 29¢  Qualified person for Pharmacovigilance

6/11/2001 DIRECTIVE 2001/83/EC

31/3/2004 DIRECTIVE 200427 'EC amending DIRECTIVE 2001/83/EC

Article 8 3ia Detailed description of pharmacovigilance system (DDPS)
Detailed description of risk management system (RMP)

Article 24 Validity of MA (unlimited after renewal)

Article 106 (= Volume 9A)

15/12/2010 DIRECTIVE 201084 'EU amending DIRECTIVE 2001,83/EC

Article 107 Non-serious SAR in the Union
Article 107¢c  PSUR Frequency & single assessment

Article 108a (= Good Pharmacovigilance Practice)
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