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SFDA Approved Risk Management Measures (RMMs)

The summary view in the table includes reviewed and approved Risk minimization
measures by SFDA:

Product Measure
DHPC

Atropine B. Braun® (Atropine sulphate)
Fibryga® (Human Fibrinogen) DHPC (1)
DHPC (2)
HCP Guide

HCP Practical Guide
Patient Card - English
Patient Card - Arabic
Patient Guide - English
Patient Guide - Arabic

vandetanib® (vandetanib)

*Measures: additional minimization activities that should be done by the marketing authorization holder to minimize the risk.



https://www.sfda.gov.sa/sites/default/files/2025-08/DHPC%20-%20Atropine%20Sulfate%20-%20Final.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/DHPC%20Fibryga_Marketed.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/DHPC%20Fibryga_Unmarketed..pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/CAPRELSA-ANNEX%2011A%20WThr-PRINT%20v3%20WTHR%20%28002%29-resolved-1.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/Final%20-%20CAPRELSA_PRACTICALGUIDE%20v3_WTHR%20%28002%29%20SFDA%20comments-resolved%20%281%29.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/PATIENT%20ALERT%20CARD%20-%2013-07-2025.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/PATIENT%20ALERT%20CARD%20V2_WTHR%20Arabic%20translation.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/RMP%20CAPRELSA%20Dosing%20and%20mon%20guide%20v2%20WTHR%20SFDA%20comments-resolved.pdf
https://www.sfda.gov.sa/sites/default/files/2025-08/SANFR23109%20RMP%20CAPRELSA%20Dosing%20and%20mon%20guide%20v2%20WTHR%20arabic%20translated-%20WH-1%20-%20Copy.pdf

