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. Current Challenges in Pharmacovigilance: Pragmatic Approaches
(Report of CIOMS Working V), Geneva 2001

. Rules Governing Medicinal Products in the European Union, Volume 9,
PHARMACOVIGILANCE: Medicinal Products for Human Use, 2001
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. Safety Reporting Requirements for Human Drug and Biological Products,
Proposed Rule, Food and Drug Administration, March 2003

9 3 27 421

ICH



ICH

E2B/M2
1.
2.
1 mg ml mg/kg
3.



marketing authorisation dossier



