. drugs for the following rsasons.

"1,2. Tha complated atu
2. Por the druga

=,1, The use of the preparations

P e W YT

Serlin, 286. Fsbr., 83

on for ragigtration of

Applicaydi | ' ' '
yLOCTIN® (foTrmerly Plucxatin, Lilly) 20/40/60 capsules:

vaidiss and Gantlamen, _
g to § 25 par., 6 AMG was lieard,
ration of the above ‘mantloned

aftar the commission accordin
wva intand to refuse the raglat

1. rhe drugs concarned-ara not puffiently tastad sccdrding
tp ths sscurad atats of scientific knowledge and {ha
sharapeutic afflcacy, which i3 clalmed for tham, =
{ngufficlently gubstantiated (§ 25 par. 2 Wo. 2 ayed

4 AMG) . |
1.1. Fluoxetin’s profila of action vas insuffisntly
" characterized. A definits judgemsnt on the afficady i3
pot possibla. bacanaze ol methodical problems at the
dias (to short wash-cut paploed,

carrying-cut of the atu
concomitant tTaatment wizh other psychotroplc drugs,

choica of c;nt:al drugl ..

pvidenca in hospitalized ahd ont-patiants from the
pederal Republic of Germany or ancthar EC-countryilis
migzing. Studies of the raguirsd kind would have ¥ be
dene -'nainq“’intamtianany accaptad avaluation ¢ cariz.
whig waz not done in the case at hand. - -

b._usaavan ccét:ﬂl o

amitriptylin should mora freguently
dzug.

i
diss da not allow a judgement on |
in long-tarm use. A statistical
of long-tsrm use aof fluoxetina

H
i

efficacy and safaty
compaTative avaluation _
yarsus a control drug was not sui;mitt_:ud.

cencerned thera 13 according to their
spacific profila of advarae effacza, the juatified
suspicicn, that they havse gnaccaptabla damaging effacta
{3 2% par. 2 ¥o. 3 amG), . :

3eems. objeczionable, é‘,z the
a earlier than %he mecd

lncraasza in agitating affect occul
increased tink <f

alevating aZfact and tharafore an
guicida axiats,

T

’(Illid
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ersatment with the drugs some syaptaag,gf=t§,

2.2, puring
ss (anxiaty, insomnia, agitational : -

undezlying disea
increase, which as advaras -affacts exceed those whiich ars

congidered accsptabla by medical standards, :

i

¥

According to § 28 par. 4 AMG we harswith giva'you tha
opportunity to amand tha befors menticnad defiziancies jwithin
2 the recaipt of thiz lettar. IR ciae veu ahould

thras month ©
not amend the heforo-mentioned deficianciaz within the igiven
tima, the reglstration af tha drug concarned has ta be !

rajactad. Altsrnatively you can wighdraw the present appli-
cations submit naw applications, whes you have amended

the mantioned dqficiancias. i

which maks a rejection necesasary, are Ja
, the following additicnal atatsments have to

2.3

17 tha reasond,

‘longer applicabla
the package~ingart {eonditions far annrdgral):

be included iz

s
g §
¥

vy v eeee

Kind rmqards

Dr. U. Schmidt

. . i
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