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PHV-issue: Famotidin Korrektur

Sehr geehrte Damen und Herren,

Aufgrund eines PSUR Single Assessments (PSUSA) durch den Ausschuss fiir
Risikobewertung im Bereich Pharmakovigilanz (PRAC), dessen Ergebnis durch das CMDh
bestétigt wurde, kommt es zu der Anderung der Genehmigungen fiir das
Inverkehrbringen der Arzneimittel mit dem Wirkstoff Famotidin (siehe: http://

WWW.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/
general_content_000620.jsp&mid=WC0b01ac0580902b8d)
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Amendments to be included in the relevant sections of the Summary of Product
Characteristics

- Section 4.8

The following adverse reaction should be added under the SOC Gastrointestinal disorders with a
frequency uncommon: flatulence

The following adverse reaction should be added under the SOC Skin and subcutaneous tissue disorders
with a frequency very rare: alopecia

Amendments to be included in the relevant sections of the Package Leaflet

4. Possible side effects

¢ Excessive intestinal gas — with a frequency uncommon

e Hair loss — with a frequency very rare

CHDh Scientific conclusions and grounds for variation, amendments to the Product
Information and timeteble for the implementation
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