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In the European Union (EU), medicines that are being monitored particularly closely by regulatory
authorities are labelled with a black inverted triangle (¥) in the product information. These medicines

are described as being under 'additional monitoring'. The European Medicines Agency (EMA) maintains a
list of all medicines that are under additional monitoring in the EU.

(https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/medic under-addit -mon g#what-the-black-triangle-means-section)

73 e]EERR Ef?’fr&l%ﬁ'(@&%é@ﬂ&ﬂﬁ%d)Tﬁ{ /L@Ii’i%@ﬂ‘@“éﬂaiﬂ}ﬁ&iéo

15/15



