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PHV-issue: Trimethoprim (Mono)

Sehr geehrte Damen und Herren,

Bitte beachten Sie die Coordination Group for Mutual Recognition and Decentralised Procedures -
Human (CMDh) Minutes for the meeting on 14-15 October 2025:

8.3.3. SmPC harmonisation / EE

EE informed the CMDh that during the recent PSUR assessment of trimethoprim (monocomponent)
(PSUSA/00003045/202501), it was noticed that the safety information in SmPC sections 4.2, 4.3, 4.4,
4.6 and 4.8 of the concerned trimethoprim-containing medicinal products is not harmonised. The CMDh
discussed possible ways to harmonise the relevant sections across products.

It was noted that MAHs would need to submit data to update the relevant sections and product specific
assessment might be needed, e.g. for specific formulations.

The CMDh agreed to request the MAHs that have submitted data for the PSUSA on trimethoprim to
review their SmPC and to submit variations to update the SmPCs according to the information in the
PSUSA AR.

Bei Unklarheiten beziiglich der Implementierung oder wenn die Anderungen bereits aufgenommen
worden sind, kontaktieren Sie uns bitte per E-Mail (pv-implementation@basg.gv.at).

Beachten Sie auch die aktuellen sicherheitsrelevanten Anderungen der Produktinformation unter:
www.basg.gv.at/fuer-unternehmen/pharmakovigilanz/mustertexte
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Mit freundlichen GriiBen
Fir das Bundesamt

Ing. Veronika Heimlich BSc
Heimlich Veronika
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