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- Based on the available scientific

Safety Assessment of gentamicin evidence, the Committee recommended
ear drops use and the risk of —_— requesting the marketing authorization
vestibulotoxicity. holders to implement additional risk

minimization measures (a prescriber
guide for healthcare professionals and a
patient guide) to increase awareness of
the importance of assessing the integrity
of the tympanic membrane before
treatment, and to emphasize that the
product is contraindicated in patients

with a suspected or confirmed
perforation of the tympanic membrane.

- The Committee also recommended
evaluating the feasibility of restricting the
prescribing of gentamicin ear drops to
otolaryngologists (ENT specialists) and
ophthalmologists, in order to ensure
appropriate use and reduce the risk of
ototoxicity.

- Based on the available scientific

Safety Assessment Report of evidence and data, the Committee
Potential Risk of Uveitis with e recommended updating the product
Dupilumab Use. % information to include uveitis as a

potential adverse reaction under the

)) post-marketing experience section.
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