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All Heads of Specialized Campaigns, PMCU, MOH, and Other Health institutions

Deletion of Ketoconazole Tablet 200mg (SR - 00112201) from the Formulary List

Based on the policy decision of the National Medicines Regulatory Authority (NMRA) and
recommendation of the medicines Evaluation Committee (MEC) it was decided to withdraw all oral

formulations of Ketoconazole.

This decision was based on safety concerns, as several reference regulatory authorities, including the
Therapeutic Goods Administration (TGA), Australia, and the European Medicines Agency (EMA),
had deregistered oral ketoconazole products due to the risk of serious hepatotoxicity.

Based on the recommendation of the Formulary Revision Committee members and the approval of the
Secretary of Health, the Ketoconazole Tablet 200 mg (SR No. 00112201) has been deleted from the

Formulary List of pharmaceuticals by the MSD.

Please arrange to share this information among the relevant parties and do the needful.
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