EMA advises companies on steps to take to avoid
nitrosamines in human medicines ss209)

How (Risk Helps your company?

Evaluate the possibility of
nitrosamines being present in
every concerned medicing
within 6 months

)

Prioritise evaluations, starting
with medicines more likely to
be at risk of containing a
higher level of nitrosamines

’

Take into account
findings from CHMP's

. i review of sartans
IRISK

PLATFORM4%

Apply for necessary changes
to marketing authorisations to
address nitrosamine risk

Notify authorities of
outcome of risk evaluations

'

Complete all steps within 3 years,
prioritising high risk products



