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Rm: Additionml Peedback Regarding the Fluoxetine Review Dy tha Commisaion A

Through additional ccntacta I have bean able to find out the tollwing
Anformation:

1. oOnly the 20 g pack will be regiztered and the 30 mg, 40 mg and §0 =y
packs will be denied registration on the grnund that wea have duona:z:at-
«d the 20 mg is th‘ right dose.

2. The prnpoul of the Cosmission A for the indication would be: Zor the
treatmant of deprasaiva illness whean no sedation ia mcu:a:y. This
iz very very close to the English package inaezt. ‘

3. The counterindication becawse of acuta suicidality ahould become a
warning wheraby the physiciany should be advised.that  in the absance
of sedatiom, the risk of ‘higher suicidality ahould ba. takam. into
account. '

4. The countarindication for agitated patients and for patients with
pronounced 3leep disturbances ahould not. be an absolute countmr—
indication but rathear a rsmlative counterindication {this in Germany
iz very similar to a pracaution) ‘whersby phyaicians would be particu-
larly careful with those patients. An exact wording ha: not bcen Ppro-
posed by tho Comaission A. .

5. In the avtnt of coubinltion thcxipy with Lithium, a Iollov-np ot .
blood levels would be necaszary which i3 anyway ::undnrd for Lithium.
therapy in Germany.

At tha moment, we do a0t have information on the othar counter—

indications for apilepsy, renal impairmant, haplticAin:utticianii,

acuts intoxication, but Nick will try to spmak to Prof,

the rapporteaur, to find out xore. In the meantime, wa have laarned
that Dr. Karkos will coms back on September 15 and we know that a
meating is plannsd on that day at the BGA to discuas the wording.
Stzaster suggeats that wa maXe a proposal for rhe wording of theam

Azsues after having taken into_account the advice of the Commtiamion A .. ... ..
and Nick will work with Allan on this. 1 hope we can agres on thia

in the coming week and that we will have a chance to prezent our

proposal and inflyence the wording that wil)l be decided in this
Septamber meeting.
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t's kaep our fingers crossed for another couple -
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