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Sertraline is indicated for the treatment of symptoms of depression in patients with or without a history of

mania. Following satisfactory response, continuation with sertraline therapy is effective in prevention relapse
of the initial episode of depression or recurrence of further depressive episodes.
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4.4  Special warnings and precautions for use

Abnormal bleeding/Haemorrhage

There have been reports of bleeding abnormalities with SSRIs including cutaneous bleeding
(ecchymoses and purpura) and other haemorrhagic events such as gastrointestinal or gynaecological
bleeding, including fatal haemorrhages. SSRIS/SNRIs may increase the risk of postpartum
haemorrhage (see sections 4.6, 4.8). Caution is advised in patients taking SSRIs, particularly in
concomitant use with drugs known to affect platelet function (e.g. anticoagulants, atypical
antipsychotics and phenothiazines, most tricyclic antidepressants, acetylsalicylic acid and non-
steroidal anti-inflammatory drugs (NSAIDs)) as well as in patients with a history of bleeding
disorders (see section 4.5).

4.6  Fertility, pregnancy and lactation

Pregnancy

There are no well controlled studies in pregnant women. However, a substantial amount of data did
not reveal evidence of induction of congenital malformations by sertraline. Animal studies showed
evidence for effects on reproduction probably due to maternal toxicity caused by the
pharmacodynamic action of the compound and/or direct pharmacodynamic action of the compound
on the foetus (see section 5.3).

Use of sertraline during pregnancy has been reported to cause symptoms, compatible with
withdrawal reactions, in some neonates, whose mothers had been on sertraline. This phenomenon
has also been observed with other SSRI antidepressants. Sertraline is not recommended in
pregnancy, unless the clinical condition of the woman is such that the benefit of the treatment is
expected to outweigh the potential risk.

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

Neonates should be observed if maternal use of sertraline continues into the later stages of
pregnancy, particularly the third trimester. The following symptoms may occur in the neonate after
maternal sertraline use in later stages of pregnancy: respiratory distress, cyanosis, apnoea, seizures,
temperature instability, feeding difficulty, vomiting, hypoglycaemia, hypertonia, hypotonia,
hyperreflexia, tremor, jitteriness, irritability, lethargy, constant crying, somnolence and difficulty in



sleeping. These symptoms could be due to either serotonergic effects or withdrawal symptoms. In a
majority of instances the complications begin immediately or soon (<24 hours) after delivery.

Epidemiological data have suggested that the use of SSRIs in pregnancy, particular in late

pregnancy, may increase the risk of persistent pulmonary hypertension in the newborn (PPHN). The
observed risk was approximately 5 cases per 1000 pregnancies. In the general population 1 to 2
cases of PPHN per 1000 pregnancies occur.

4.8 Undesirable effects

Table 1 displays adverse reactions observed from post-marketing experience (frequency not known) and

placebo-controlled clinical trials (comprising a total of 2542 patients on sertraline and 2145 on placebo) in
depression, OCD, panic disorder, PTSD and social anxiety disorder.
Some adverse drug reactions listed in Table 1 may decrease in intensity and frequency with continued
treatment and do not generally lead to cessation of therapy.

Table 1: Adverse Reactions

Frequency of adverse reactions observed from placebo-controlled clinical trials in depression, OCD,
panic disorder, PTSD and social anxiety disorder. Pooled analysis and post-marketing experience.

female sexual
dysfunction (see
section 4.4)

priapism”

System Organ Very Common Uncommon Rare Frequency
Class Common (=1/100 to (=1/1,000 to (>1/10,000 to Not Known
(=1/10) <1/10) <1/100) <1/1,000) (Cannot be
Estimated
From the
Available
Data)
Reproductive gjaculation | menstruation sexual galactorrhoea”, postpartum
system and failure irregular®, dysfunction (see | atrophic haemorrhage
breast disorders erectile section 4.4), vulvovaginitis, *t
dysfunction menorrhagia, genital discharge,
vaginal balanoposthitis*s,
haemorrhage, gynaecomastia®,

* ADR identified post-marketing

§ ADR frequency represented by the estimated upper limit of the 95% confidence interval using “The Rule of

3.

TThis event has been reported for the therapeutic class of SSRIs/SNRIs (see sections 4.4, 4.6).
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