Draft Agenda for the 80" Meeting of the Technical Advisory

Date

Venue

Committee on Safety of Medicines
: Wednesday, 26" April, 2023 at 9:30am prompt

: Conference Room, Food and Drugs Authority

Item
No.

Time

Activity

9:30am

Opening Prayer

Declaration of Conflict of Interest

Review of the Minutes of the 79" Meeting

¢ Matters Arising:

e Update on medication error report on Enterogermina oral
solution

¢ New Regulatory requirements for Sodium Valproate: Dear

Healthcare Professional Letter

Updates from the Secretariat
o Pharmacovigilance activities

Business of the Day

Review of safety reports
o HCP
= HCP TAC -34
= HCP Triaged — 108

o SMC Triaged — 19
o PSC Triaged - 3

Additional Risk Minimization Measure for Paracetamol Infusion
External significant safety information on pseudoephedrine-
containing medicines and bedaquiline

Scheduling of meeting dates for 2" half of 2023

AOB

2:30pm

Close of the Meeting
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