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Ihr Zeichen:

PHV-issue: Gabapentin

Sehr geehrte Damen und Herren,

Aufgrund eines Outcomes of PSUSA follow-up via variation (PSUFU), dessen Ergebnis durch das CMDh
bestatigt wurde, kommt es zu der Anderung der Genehmigungen fiir das Inverkehrbringen der
Arzneimittel mit dem Wirkstoff Gabapentin.

(siehe: http://www.hma.eu/611.html)
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Auszug aus der CMDh recommendation for gabapentin
containing products:

Final recommendations/Outcome of the (WS) variation
procedure

Conclusion:
It is therefore agreed to update SmPC section 4.4 as follows:
SmPC section 4.4

Suicidal ideation and behavior

Suicidal ideation and behaviour have been reported in patients treated with antiepileptic agents in
several indications. A meta-analysis of randomised placebo controlled trials of anti-epileptic drugs has
glso shown a small |ncreased risk of suicidal ideation anu:l behawnur The mechanlsm of this rlsk is not

of suuzlr.lal ideation and hehaumur have been w observed in patients treated I|.|-.||'|th
gabapentin in the post-marketing setting experience (see section 4.8).

Patients (and caregivers of patients) should be advised to seek medical advice should signs
of suicidal ideation or behaviour emerge. Patients should be monitored for signs of suicidal
ideation and behaviour and appropriate treatment should be considered, Discontinuation of

should be considered in case of suicidal ideation and behavior &

The MAH will comply with the recommendation to update the label as proposed by the RMS, i.e.
the addition of ‘suicidal ideation’ to Section 4.8 Undesirable effects of the SmPC and the
addition of ‘suicidal thoughts’ to Section 4 of the PL.

PRAC recommendation 2:

SmPC section 4.8 Undesirable effects: Psychiatric disorders
Frequency not known: suicidal ideation

PL section 4: Frequency not known: heuwghis-aflaling-yeurself suicidal thoughts
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