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Fluoxetine (as hydrochloride) mg
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Treatment of depression.
Obsessive-compulsive disorders (OCD).
Fluoxetine is also indicated for the treatment of binge-eating and vomiting behaviors in bulimia
nervosa.
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4.4 Special warnings and precautions for use

Hemorrhage
There have been reports of cutaneous bleeding abnormalities such as ecchymosis and purpura

with SSRI's. Ecchymosis has been reported as an infrequent event during treatment with fluoxetine.
SSRIs/SNRIs may increase the risk of postpartum hemorrhage (see sections 4.6, 4.8). Other
hemorrhagic manifestations (e.g., gynecological hemorrhages, gastrointestinal bleedings and other
cutaneous or mucous bleedings) have been reported rarely. Caution is advised in patients taking
SSRI's, particularly in concomitant use with oral anticoagulants, drugs known to affect platelet
function (e.g. atypical antipsychotics such as clozapine, phenothiazines, most TCA'’s, aspirin,
NSAID’s) or other drugs that may increase risk of bleeding as well as in patients with a history of
bleeding disorders (see section 4.5).

4.6 Fertility, pregnancy and lactation

Observational data indicate an increased risk (less than 2-fold) of postpartum hemorrhage
following SSRI/SNRI exposure within the month prior to birth (see sections 4.4, 4.8).

Eli Lilly Israel LTD. 4 HaSheizaf St. 4 qrwun ' n"ya e i
P.O.Box 4246,Ra’anana 4366411 4366411 nnyn 4246 .7.n
Tel: 972-9-9606234, Fax: 972-9-9576001 09-9576001 :oj7o 09-9606234 :'70



Answers That Matter.

4.8 Undesirable effects

Frequency estimate: not known (cannot be estimated from the available data - Postpartum
hemorrhage*

* This event has been reported for the therapeutic class of SSRIS/SNRIs (see sections 4.4, 4.6).
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