SERRAPRESS 20
SCHEDULING STATUS S5 |

1. NAME OF THE MEDICINE
SERRAPRESS 20, Film coated tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

SERRAPRESS 20: Each film coated tablet contains paroxetine hydrochloride equivalent to
paroxetine 20 mg.

SERRAPRESS 20 film coated tablets contains sugar alcohol (mannitol 133,6 mg).

For the full list of excipients, see section 6.1

3. PHARMACEUTICAL FORM

Film coated tablets.

SERRAPRESS 20: White, round, coated, biconvex film coated tablets, diameter 10 mm,
scored on one face and marked with P20 on the other.

4, CLINICAL PARTICULARS

4.1 Therapeutic indications

SERRAPRESS 20 is indicated for the treatment of:
© depression

obsessive compulsive disorder (0CD)

social phobia

panic disorder

generalised anxiety disorder (GAD).

4.2 Posology and method of administration
Depression: 20 mg daily. This dose can be increased gradually, if needed, by 10 mg
increments to a maximum of 50 mg daily, according to the patient’s response.

Panic Disorder: The recommended dose is 40 mg daily. The initial starting dose is 10 mg
daily, which may be increased by 10 mg increments. The maximum dose is 60 mg daily.
The low initial starting dose is recommended to minimise the potential worsening of panic
symptoms when initiating treatment with SERRAPRESS 20.

Obsessive compulsive disorder: The recommended dose is 40 mg daily. The initial starting
dose is 20 mg daily, which may be increased by 10 mg increments to a maximum of 60 mg
daily

Social phobia: The recommended daily dose is 20 mg. This dose may be increased
gradually, if needed, by 10 mg increments to a maximum of 40 mg, according to the
patient’s response.

Generalised anxiety disorder: The recommended dose is 20 mg daily. Some patients not
responding to a 20 mg dose may benefit from having dose increments of 10 mg of at least
one week, to @ maximum of 50 mg per day, according to the patient’s response.

Special populations

Elderly: Elderly subjects may experience increased plasma concentrations with
SERRAPRESS 20. Dosing should commence at the adult starting dose and may be increased
gradually by 10 mg increments up to 40 mg daily.

Hepatic and renal impairment: Increased plasma concentrations of SERRAPRESS 20

may occur in patients with severe renal impairment (creatinine clearance < 30 mL/min) or
severe hepatic impairment. The dosage should therefore be restricted to the lower end of the
dosage range. Patients should be treated for a sufficient period to ensure that they remain
free from symptoms. This may be several months or longer.

Paediatric population

The safety and efficacy of SERRAPRESS 20 in children under the age of 18 years have not
been established (see section 4.3).

SERRAPRESS 20 should not be used in the treatment of children and adolescents under the
age of 18 years. Suicide-related behaviours (suicide attempts and suicidal thoughts), and
hostility (predominantly aggression, oppositional behaviour and anger) were more frequently
observed in clinical trials among children and adolescents treated with antidepressants
compared to those treated with placebo (see section 4.4).

Method of administration

It is recommended that SERRAPRESS 20 be administered as a single dose in the morning
with food.

SERRAPRESS 20 should be swallowed rather than chewed.

Missed dose

Doctors should advise patients who forget to take SERRAPRESS 20 to take a dose as soon
as possible and then continue with the normal dose. Patients should not take a double dose
to compensate for the missed dose.

Discontinuation of SERRAPRESS 20

Abrupt discontinuation of SERRAPRESS 20 should be avoided (see sections 4.4 and 4.8).
The taper phase regimen involves an increment decrease in the daily dose by 10 mg/day
at weekly intervals. When a daily dose of 20 mg/day is reached, patients should continue
on this dose for one week before stopping treatment. If intolerable symptoms occur after
a decrease in the dose or upon discontinuation of then g the previously
prescribed dose may be considered. The general practitioner may contlnue decreasing the
dose but at a more gradual rate.

4.3 Contraindications
hypersensitivity to paroxetine or to any of the ingredients of SERRAPRESS 20

concomitant use with serotonin precursors (see sections 4.4 and 4.5)

MAQ inhibitors: SERRAPRESS 20 should not be used in combination with MAO inhibitors
or within 2 weeks of terminating treatment with MAO inhibitors. MAO inhibitors should not
be introduced within 2 weeks of cessation of therapy with SERRAPRESS 20

children under the age of 18 years (see section 4.4)

patients with epilepsy, seizures or a history of epilepsy

SERRAPRESS 20 should not be used in combination with pimozide (see section 4.5)
SERRAPRESS 20 should not be used in combination with thioridazine, as paroxetine can
elevate plasma levels of thioridazine (see section 4.5), leading to the p

daily administration of SERRAPRESS 20 may significantly increase the plasma levels of
procyclidine; other anti-cholinergic medicines may be similarly affected. If anti-cholinergic
effects are seen, the dose of procyclidine should be reduced

SERRAPRESS 20 should be administered with great caution to patients receiving oral
anticoagulants as preliminary data suggest that there may be a pharmacodynamic
interaction between paroxetine and warfarin, which may result in increased bleeding

in the presence of unaltered prothrombin times/INRs (see section 4.4), aspirin or
nonsteroidal medicines (NSAIDs) which can lead to an increased risk of haemorrhage
sumatriptan may increase the risk of adverse reactions when used in combination with
SERRAPRESS 20. If concomitant therapy is clinically warranted, appropriate observation of
the patient is advised

elevated theophylline concentrations may occur after concurrent use of SERRAPRESS 20.
Monitoring of theophylline serum concentrations during concurrent use is recommended.
reduced efficacy of tamoxifen has been reported with concomitant usage of some SSRI
antidepressants. As a reduced effect of tamoxifen cannot be excluded, co-administration
with potent CYP2D6 inhibitors (including SERRAPRESS 20) should, whenever possible, be
avoided

the absorption and pharmacokinetics of SERRAPRESS 20 are not affected, or only
marginally affected by food, antacids, propranolol

concurrent administration of SERRAPRESS 20 with digoxin should be undertaken with
caution

the concomitant use of paroxetine, as in SERRAPRESS 20 and alcohol is not advised
when SERRAPRESS 20 is to be co-administered with a known medicine metabolising
enzyme inhibitor, such as cimetidine, consideration should be given to using doses at the
lower end of the range. No initial dosage adjustment of SERRAPRESS 20 is considered
necessary when it is to be co-administered with known medicine metabolising enzyme
inducers (e.g. carbamazepine, rifampicin, phenobarbitone, phenytoin). Any subsequent
dosage adjustment should be guided by clinical effects (tolerability and efficacy)
co-administration of fosamprenavir/ritonavir with SERRAPRESS 20 significantly decreased
plasma levels of paroxetine. Any dose adjustment should be guided by clinical effect
(tolerability and efficacy)

SSRIs may reduce plasma cholinesterase activity resulting in a prolongation of the
neuromuscular blocking action of mivacurium and suxamethonium.

4.6 Fertility, pregnancy and lactation
Fertility

Some clinical studies have shown that SSRIs (mcludmg SERRAPRESS 20) may affect sperm
quality. This effect appears to be reversible 1 of

The safety of SERRAPRESS 20 in pregnancy or lactation has not been established.

Patients should be advised to notify their medical practitioner if they become pregnant or
intend to become pregnant during therapy.

SERRAPRESS 20 should not be used during pregnancy (see section 4.3).

Teratogenic effects

Epidemiological studies suggest an increased risk of congenital malformations, particularly
cardiovascular (e.g. ventricular and atrial septum defects), associated with the use of
SERRAPRESS 20 during the first trimester. The mechanism is unknown.

If a patient becomes pregnant while taking SERRAPRESS 20, consideration should be given
to either discontinuing SERRAPRESS 20 therapy or switching to another antidepressant

(see section 4.4: Discontinuation of SERRAPRESS 20 treatment). For women who intend to
become pregnant or are in their first trimester of pregnancy, treatment with SERRAPRESS 20
should only be initiated after consideration of the other available treatment options.

Non-teratogenic effects

Neonates must be observed if maternal use of SERRAPRESS 20 continues into the later
stages of pregnancy, particularly the third trimester. The doctor should carefully consider the
potential risks and benefits of treatment (see section 4.4).

The following symptoms may occur in the neonate after maternal SERRAPRESS 20 and other
SSRIs or serotonin and norepinephrine reuptake inhibitors (SNRIs), use in later stages of
pregnancy requiring prolonged hospitalisation, respiratory support, and tube feeding:
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 (see section 4.4).

Infants exposed to SSRIs in pregnancy may have an increased risk for persistent pulmonary
hypertension of the newborn (PPHN).

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).

Lactation
Small amounts of paroxetine are excreted into breast milk. SERRAPRESS 20 should not be
used during lactation.

4.7 Effects on ability to drive and use machines
Due to the adverse effects (see section 4.8) the patient should be cautioned not to drive or
use machines until they know how SERRAPRESS 20 affects them.

4.8 Undesirable effects
Tabulated summary of adverse reactions

QTc interval on the ECG
porphyria. SERRAPRESS 20 is considered to be unsafe in patients with porphyria
o SERRAPRESS 20 should not be used in pregnancy (see section 4.6).

4.4 Special warnings and precautions for use

Paediatric population

Safety and efficacy of SERRAPRESS 20 in children under 18 years have not been established
(see section 4.3).

Children and adolescents under 18 years of age - clinical worsening and suicide risk
SERRAPRESS 20 may increase the risk compared to placebo of suicidal thinking and

idality) in children, 1ts, and young adults in short-term studies of
major depressive dlsorder (MDD) and other psychiatric disorders.
Short-term studies did not show an increase in the risk of suicidality with antidepressants
compared to placebo in adults beyond age 24; there was a reduction in risk with
antidepressants compared to placebo in adults aged 65 and older.
Long-term safety data in children and adolescents concerning growth, maturation and
cognitive and behavioural development are lacking. SERRAPRESS 20 is not approved for use
in paediatric patients (see section 4.3 and section 4.8).
SERRAPRESS 20 should not be used in the treatment of children and adolescents under the
age of 18 years as controlled clinical trials in major depressive disorder, showed there were
increased reports of hostility and suicide-related adverse events such as suicidal ideation
and self-harm (see section 4.3).

Suicidal thoughts/suicide and psychiatric disorders

Patients with major depressive disorder, both adults and children, may experience worsening of
their depression and/or the emergence of suicidal ideation and behaviour, whether or not they
are taking antidepressant medicines. This risk may persist until significant remission occurs.
A causal role, however, for antidepressant medicines in inducing such behaviour has not been
established.

Patients being treated with SERRAPRESS 20 should, nevertheless, be observed closely for
clinical worsening and suicidality, especially at the beginning of a course of therapy, or at any
time of dose changes, either increases or decreases.

Because of the possibility of co-morbidity between major depressive disorder and other
psychiatric and non-psychiatric disorders, the same precautions observed when treating

patients with major depressive disorder should be observed when treating patients with other
psychiatric and non-psychiatric disorders.

The following symptoms have been reported in patients being treated with antidepressants
such as SERRAPRESS 20 for major depressive disorder as well as for other indications,

both psychiatric and non-psychiatric: anxiety, agitation, panic attacks, insomnia, irritability,
hostility (aggressiveness, impulsivity, akathisia, hypomania, and mania). Although a causal link
between the emergence of such symptoms and either the worsening of depression and/or
the emergence of suicidal impulses has not been established, consideration should be given
to changing the therapeutic regimen, including possibly discontinuing SERRAPRESS 20, in
patients for whom such symptoms are severe, abrupt in onset, or were not part of the patient’s
presenting symptoms.

Discontinuation of SERRAPRESS 20 treatment
If the decision is made to discontinue treatment, SERRAPRESS 20, should be tapered (see
section 4.2).

Abrupt discontinuation of SERRAPRESS 20 can lead to withdrawal symptoms such as
dizziness, sensory disturbances (including paraesthesia, electric shock sensations and
tinnitus), sleep disturbances, insomnia, tremor, confusion, agitation or anxiety, headache,
palpitations, emotional instability, irritability, nervousness, vertigo, visual disturbances,
nausea and swelling. In the majority of these patients, these symptoms are mild to
moderate and are self-limiting. No particular patient group appears to be a higher risk of
these symptoms; it is therefore advised that when SERRAPRESS 20 treatment is no longer
required, gradual discontinuation by dose tapering be carried out (see section 4.2).

Patients with epilepsy

SERRAPRESS 20 should be used with caution in patients with epilepsy or a history of
epilepsy. SERRAPRESS 20 should be avoided in patients where epilepsy is poorly controlled
(see sections 4.3 and 4.4).

Akathisia

The use of SERRAPRESS 20 has been associated with the development of akathisia, which
is characterised by an inner sense of restlessness and psychomotor agitation, such as an
inability to sit or stand still usually associated with subjective distress. This is most likely to
occur within the first few weeks of treatment.

ptic malignant sy
Development of a serotonin syndrome or neurolep’nc malignant syndrome-like events
may occur in association with treatment of SERRAPRESS 20, particularly when given in
combination with other serotonergic and/or neuroleptic medicines. As these syndromes may
resultin lif ing conditions, with SERRAPRESS 20 should be
discontinued if such events (charactensed by clusters of symptoms such as hyperthermia,
rigidity, myoclonus and autonomic instability with possible rapid fluctuations of vital signs,
mental status changes including confusion, irritability, extreme agitation progressing to
delirium and coma) occur. Supportive symptomatic treatment should be initiated.
SERRAPRESS 20 should not be used in combination with serotonin-precursors (such as
L-tryptophan, oxitriptan) due to the risk of serotonergic syndrome (see sections 4.3 and 4.5).

Mania and bipolar disorder

A major depressive episode may be the initial presentation of bipolar disorder. It is generally
believed (though not established in controlled trials) that treating such an episode with an
antidepressant e.g. SERRAPRESS 20 alone, can increase the likelihood of precipitation of

a mixed/manic episode in patients at risk for bipolar disorder. Prior to initiating treatment
with SERRAPRESS 20, patients should be adequately screened to determine whether they
are at risk for bipolar disorder. Such screening should include a detailed psychiatric history,
including a family history of suicide, bipolar disorder and depression.

It should be noted that SERRAPRESS 20 is not approved for use in treating bipolar
depression.

SERRAPRESS 20 should be used with caution in patients with a history of mania.
SERRAPRESS 20 should be discontinued in any patient entering a manic phase.

Tamoxifen

Paroxetine, a potent inhibitor of CYP2D6, may lead to reduced concentrations of endoxifen,
one of the most important active metabolites of tamoxifen. Therefore, paroxetine should
whenever possible be avoided during tamoxifen treatment (see section 4.5).

Haemorrhage

Patients concomitantly treated with SERRAPRESS 20 and anticoagulant medicines have

an increased risk of bleeding, or patients with a known tendency or with predisposing

g:)n%ijions for bleeding may have an increased tendency of skin and mucous membrane
eedings.

Co-administration of SERRAPRESS 20 with warfarin may result in increased bleeding in the

presence of unaltered prothrombin times.

The elderly and patients at high risk of gastrointestinal bleeding should be cautioned against

the use of SERRAPRESS 20 with nosteroidal anti-inflammatory drugs (NSAIDs) due to the

increased risk of upper gastrointestinal bleeding.

Haemorrhagic manifestations e.g. gastrointestinal haemorrhage have been reported in
patients taking selective serotonin reuptake inhibitors (SSRIs) concomitantly with NSAIDs.
Caution is advised in the elderly and patients with a history of bleeding disorders or
conditions which may predispose to bleeding (see section 4.5).

Postpartum haemorrhage
SSRIs, such as SERRAPRESS 20, may increase the risk of postpartum haemorrhage (see
sections 4.6, 4.8).

Renal/hepatic impairment
Caution is recommended in patients with severe renal impairment or in those with hepatic
impairment (see section 4.2).

Risperidone
Co-administration with risperidone may lead to increased toxicity (see section 4.5).

Alcohol
The concomitant use of SERRAPRESS 20 and alcohol is not advised.

Increased risk for bone fractures

Epidemiological studies, mainly conducted in patients 50 years of age and older, show an
increased risk of bone fractures in patients receiving SSRIs and tricyclic antidepressants
(TCAs) (see section 4.8).

Cardiac conditions

Administration of SERRAPRESS 20 to patients with serious cardiovascular disorders such
as (unstable) angina pectoris, poorly monitored cardiac decompensation, ventricular
rhythm disorder and acute myocardial infarction has not been studied and must therefore
be avoided. Nevertheless, if antidepressant medicine is indicated for such patients,
SERRAPRESS 20 should be administered with caution.

Seizures

Seizures may occur in patients treated with SERRAPRESS 20.

SERRAPRESS 20 should be discontinued in any patient who develops seizures or when there
is an increase in seizure frequency (see section 4.3).

Electro-convulsive therapy (ECT)
Clinical experience of the concurrent administration of SERRAPRESS 20 and electro-
convulsive therapy is lacking.

Hyponatraemia
Hyponatraemia, which is generally reversible on discontinuation of SERRAPRESS 20, may
occur predominantly in the elderly.

Glaucoma
SERRAPRESS 20 may cause mydriasis and should be used with caution in patients with
narrow angle glaucoma.

Diabetes mellitus

SERRAPRESS 20 may alter glycaemic control and caution should therefore be used in
patients with diabetes mellitus. Insulin and/or oral hypoglycaemic dosage may need to be
adjusted.

Sexual dysfunction

SSRIs may cause symptoms of sexual dysfunction (see section 4.8). There have been
reports of long lasting sexual dysfunction where the symptoms have continued despite
discontinuation of SSRIs.

45 with other and other forms of interaction

 interaction between SERRAPRESS 20 and serotogenic medicines (e.g. monoamine oxidase
(MAO) inhibitors) (see section 4.3) and also between SERRAPRESS 20 and L-tryptophan,
triptans, tramadol, linezolid, methylthioninium chloride (methylene blue), SSRIs, pethidine
and St. John’s Wort (hypericum performatum) may occur, resulting in a “serotonin
syndrome”.

The risk of using SERRAPRESS 20 in combination with other central nervous system (CNS)
active icines has not been ally |

Consequently, caution is advised if concomitant administration is required.

* co-administration of SERRAPRESS 20 with anticonvulsants carbamazepine, phenytoin,
sodium valproate. Concomitant administration showed no effect on pharmacokinetic/
dynamic profile in epileptic patients

SERRAPRESS 20 inhibits the specific hepatic cytochrome P450 isoenzyme CYP2D6
responsible for the metabolism of debrisoquine and sparteine. This may lead to
enhanced plasma levels of those co-administered medicines which are metabolised

by this isoenzyme. Medicine metabolised by this isoenzyme include certain tricyclic
antidepressant (e.g. nortriptyline, amitriptyline, imipramine and desipramine),
phenothiazine neuroleptics (e.g. perphenazine and thioridazine — see section 4.3),
risperidone, amoxetine Type 1c antidysrhythmics (e.g. propafenone and flecainide) and
metoprolol. It is not recommended to use SERRAPRESS 20 in combination with metoprolol
when given in cardiac insufficiency, because of the narrow therapeutic index of metoprolol
in this indication

co-administration with risperidone may lead to increased toxicity thereof

caution is also advised with fentanyl used in general anaesthesia or tramadol in the
treatment of chronic pain

concurrent administration of SERRAPRESS 20 and lithium should be undertaken with
caution. Lithium levels should be monitored

co-administration of SERRAPRESS 20 and phenytoin is with d plasma
concentrations of paroxetine and increased adverse experiences (diarrhoea, indifference,
imbalance, nervousness, ataxia and vertigo). No initial dosage adjustment of SERRAPRESS 20
is considered necessary when these medicines are co-administered. Any subsequent
adjustments should be guided by clinical effect

primidone is partially metabolised to phenobarbitone, which induces many cytochrome
P450 enzymes. Administration with any of these medicines concomitantly with
SERRAPRESS 20 may reduce the systemic availability of paroxetine. No initial dosage
adjustments of SERRAPRESS 20 are recommended, but subsequent titration should be
based on clinical effects

concomitant administration of pimozide with SERRAPRESS 20 may increase the systemic
availability of pimozide. Due to the narrow therapeutic index of pimozide and its known
ability to prolong the QT interval, concomitant use of pimozide and SERRAPRESS 20 is
contraindicated (see section 4.3)
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System Organ Class [F: Side effects
Blood and lymphatic |Less frequent Abnormal bleeding, predominantly
system disorders of the skin and mucous membranes
(mostly ecchymosis, but also in the
gastrointestinal tract, central nervous
system and eye), purpura, bruising
Frequency Thrombocytopenia*
Immune system Frequency unknown |Severe and potentially fatal allergic
disorders reactions* (including anaphylactoid
reactions, urticaria and angioedema,
I ion of the maculopapular rash)
Endocrine disorders |Frequency unknown [Syndrome of inappropriate antidiuretic
hormone secretion (SIADH)*
Metabolism and Frequent Decreased or increased appetite,
nutrition disorders anorexia, weight loss, increased risk
of gastrointestinal bleeding, changes
in blood sugar, increases in cholesterol
levels
Frequency unknown |Hyponatraemia* (which may occur
predominantly in elderly patients)
Psychiatric Frequent Somnolence, insomnia, agitation
disorders Less frequent Confusion, hallucinations, amnesia,
impaired concentration, abnormal
dreams, anxiety, in children, reports
of hostility, suicidal ideation,
suicidal behaviour and self-harm,
depersonalisation, panic attacks,
akathisia
Frequency Manic reactions*
Nervous system Frequent Dizziness, tremor, drowsiness, headache,
disorders fatigue
Less frequent Extrapyramidal disorders, migraine,
anxiety, restlessness, nervousness,
insomnia, paraesthesia
Frequency unknown |Akathisia*, convulsions*, Serotonin
syndrome* (symptoms may include
agitation, confusion, diaphoresis,
hallucinations, hyperreflexia, myoclonus,
shivering, tachycardia and tremor)
Eye disorders Frequent Blurred or abnormal vision
Less frequent Anisocoria,mydriasis
Frequency unknown _|Acute glaucoma*
Ear and labyrinth Frequency unknown | Tinnitus*
disorders
Cardiac disorders _|Less frequent Palpitations, tachycardia, bradycardia
Vascular disorders |Less frequent Postural hypotension, hypertension
Respiratory, Frequent Yawning
thoracic and Less frequent Chest pain, difficulty in breathing,
mediastinal sinusitis, bronchitis, coughing,
disorders pharyngitis, rhinitis
Gastrointestinal Frequent Constipation, diarrhoea, dry mouth,
disorders nausea, vomiting, dyspepsia, abdominal
pain, flatulence
Less frequent Increased risk of gastrointestinal bleeding
Frequency unk Colitis microscopic
Hepatobiliary Frequency unknown |Elevation of hepatic enzymes*, Hepatic
disorders events* (such as hepatitis, sometimes
associated with jaundice and/or liver
failure). Discontinuation of SERRAPRESS 20
should be considered if there is prolonged
elevation of liver function test results
Skin and Frequent Excessive sweating
subcutaneous Less frequent Skin rashes, pruritus, eczema, alopecia,
tissue disorders pruritus
Frequency unknown |Erythema multiforme*, Stevens-Johnson
syndrome*, toxic epidermal necrolysis*
photosensitivity reactions*, cutaneous
vasculitis*, urticaria*
Musculoskeletal, Less frequent Myalgia, myasthenia, myopathy,
connective tissue arthralgia, increased risk of bone
and bone disorders fractures
Renal and urinary  |Less frequent Urinary retention, urinary tract infection,
disorders urinary incontinence
Reproductive Frequent Sexual dysfunction
system and breast || ess frequent Dysmenorrhoea, menstrual disorder,
disorders vaginitis, priapism
Frequency unknown |Safety of SERRAPRESS 20 in pregnancy
has not been established (see section
4.6) postpartum haemorrhage (see
sections 4.4, 4.6) hyperprolactinaemia*/
galactorrhoea*
General disorders  |Less frequent Asthenia, body weight gain
and administrative | Frequency unknown |Peripheral oedema*
site conditions
*Post marketing events
iption of adverse

Symptoms seen on discontinuation of paroxetine treatment

Common: dizziness, sensory disturbances, sleep disturbances, anxiety.

Uncommon: agitation, nausea, sweating.

Discontinuation of SERRAPRESS 20 (particularly when abrupt) may lead to symptoms such
as dizziness, sensory disturbances (including paraesthesia, electric shock sensations and
tinnitus), sleep disturbances (including intense dreams), agitation or anxiety, headache,
nervousness, vertigo, nausea, diarrhoea and sweating. In the majority of patients, these
events are mild to moderate and are self-limiting. No particular patient group appears to
be at higher risk of these symptoms; it is therefore advised that when SERRAPRESS 20
treatment is no longer required, gradual discontinuation by dose tapering be carried out (see
sections 4.2 and 4.4).

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicine is important.

It allows continued monitoring of the benefit/risk balance of the medicine. Healthcare
professionals are requested to report any suspected adverse drug reactions to SAHPRA via
the Med Safety APP (Medsafety X SAHPRA) and eReporting platform (who-umc.org) found
on SAHPRA website. An email can be sent directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product.

4.9 Overdose

Signs and symptoms:

In overdose, side effects are usually exacerbated and exaggerated. Vomiting, dilated pupils,
fever, blood pressure changes, t y muscle agitation, anxiety,
tachycardia, coma and ECG changes (see section 4.8).

Management of overdose:

Treatment is symptomatic and supportive.

There is no specific antidote. To decrease absorption, the stomach could be emptied by
induction of emesis. This should be followed by administration of 20 to 30 g of activated
charcoal every four to six hours during the first 24 hours after ingestion. Frequent monitoring
of vital signs and careful observation is recommended.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antidepressants — Selective serotonin reuptake inhibitors
ATC code: NOBABOS

Pharmacological classification: A 1.2 Psycho-analeptics (Antidepressants).

Mechanism of action

Paroxetine is a selective serotonin (5-hydroxy-tryptamine, (5HT)) re-uptake inhibitor (SSRI).
The antidepressant effect of paroxetine is thought to be related to its effect on serotonergic
neurotransmission.

Paroxetine is chemically unrelated to the tricyclic or tetracyclic antidepressants.

5.2 Pharmacokinetic properties

Absorption:

After oral administration, paroxetine is readily absorbed from the gastrointestinal tract.
Absorption is not influenced by the presence of food, milk or antacids. Steady-state is
achieved in 7 to 14 days in most patients.

Distribution:
Paroxetine is highly protein bound (95 %) and undergoes extensive first-pass metabolism in
the liver where it is metabolised in part by cytochrome P450 2D6 (CYP2D6).

Biotransformation:
The metabolites appear to be clinically inactive.

Elimination:

The elimination half-life is about 24 hours, but there is wide inter-subject variability.
Paroxetine is excreted renally (approximately 64 %) and in the faeces (approximately 36 %)
mainly as inactive metabolites.

5.3 Preclinical safety data
Not applicable.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Eudragit

Magnesium stearate

Mannitol

Microcrystalline cellulose

Opadry AMB White

Sodium starch glycolate.

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
2 years

6.4 Special precautions for storage

HDPE bottles: Store at or below 25 °C.

Blisters: Store at or below 30 °C.

Protect from light.

Do not remove blister from the carton until required for use.

6.5 Nature and contents of container

PVC/PVDC & PVC/Aluminium blister packs of 30 film coated tablets, contained in a printed
outer carton.

White high density polyethylene bottle with a white polypropylene cap provided with a
compartment for desiccant, containing 30 film coated tablets*.

*Not all pack types may be marketed.

6.6 Special precautions for disposal
No special precautions.
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PATIENT INFORMATION LEAFLET
SCHEDULING STATUS

SERRAPRESS 20, Film coated tablets
Paroxeti

roxetine
SERRAPRESS 20 contains sugar alcohol
(Mannitol 133,6 mg)

Read all of this leaflet carefully before you

start taking SERRAPRESS 20

Keep this leaflet. You may need to read it again.

If you have further questions, please ask your

doctor, pharmacist, nurse or other healthcare

provider.

SERRAPRESS 20 has been prescribed for

you personally and you should not share your

medicine with other people. It may harm them,

even if their symptoms are the same as yours.

What is in this leaflet

1. What SERRAPRESS 20 is and what it is used for

2. What you need to know before you take
SERRAPRESS 20

3. How to take SERRAPRESS 20

4. Possible side effects

5. How to store SERRAPRESS 20

6. Contents of the pack and other information

1. What SERRAPRESS 20 is and what it is
used for

Paroxetine (the active ingredient in SERRAPRESS 20)
belongs to a group of medicines called SSRIs
(selective serotonin reuptake inhibitors).

Everyone has a substance called serotonin in
their brain. People who are depressed or anxious
have lower levels of serotonin than others. ftis
not fully understood how paroxetine and other
SSRIs work, but they may help by increasing the
level of serotonin in the brain. Treating depression
or anxiety disorders properly is important to help
you get better.

SERRAPRESS 20 is used to treat a variety of
emotional problems.

depression

Continuing depression that interferes with your
ability to function.

obsessive compulsive disorder (0CD)

A condition identified by unwanted, but
stubbornly persistent thoughts, and/or
unreasonable rituals you feel compelled

to repeat.

social phobia

A condition characterised by a strong fear of
being judged by others, of being embarrassed
and marked by shyness or stage fright so
intense that it interferes with your work and
social life.

panic disorder

A crippling emotional problem characterised by
sudden attacks of at least four of the following
symptoms: rapid heartbeat, sweating, shaking,
numbness, chills or hot flashes, shortness of
breath, a feeling of choking, chest pain, nausea
or abdominal distress, dizziness or faintness,
feelings of unreality or detachment, fear of
losing control, or fear of dying.

generalised anxwly disorder

A disease marked by excessive anxiety and
worry that persists for at least 6 months and
cannot be easily controlled. True cases of
generalised anxiety disorder are accompanied
by at least three of the following symptoms:
restlessness or an on-edge feeling, a tendency

if you have episodes of mania (overactive
behaviour or thoughts)

if you are taking tamoxifen (used to treat breast
cancer)

if you are taking medicine to prevent the
clotting of blood or are prone to bleed easily
as SERRAPRESS 20 may increase the risk of
bleeding

i you are pregnant and your doctor has
prescribed SERRAPRESS 20 for you in the
month before your baby is due, there is a risk of
excessive bleeding after childbirth

if you take a medicine containing risperidone
(to treat a mental disorder), as this may lead
1o toxicity (see Taking other medicines with
SERRAPRESS 20)

if you take alcohol, as SERRAPRESS 20 should
not be taken with alcohol

tell your doctor if you experience unexplained
bone pain, tenderness, swelling or bruising.
SERRAPRESS 20 may 'be associated with bone
fractures

if you have a heart disorder

if you suffer from glaucoma (an eye condition
that can result in the damage of the optic
nerve

if you have diabetes, as the dosage of your
medicine may have to be adjusted

if you have kidney or liver problems

if you are or planning to become pregnant,

as the use of SERRAPRESS 20 during the

first three months of pregnancy, may cause
heart defects in the infant (see Pregnancy and
breastfeeding)

medicines like SERRAPRESS 20 (so called
SSRIs) may cause symptoms of sexual
dysfunction (see Possible side effects). In some
cases, these symptoms have continued after
stopping treatment.

Take special care with SERRAPRESS 20 if you are
aged over 65 years of age, as SERRAPRESS 20
may cause a reduction in the amount of sodium
in your blood which may lead to symptoms such
as weakness, sleepiness and lethargy. If you
experience these problems, please contact your
doctor as soon as possible.

Children and adolescents under 18 years
SERRAPRESS 20 must not be used for children
and adolescents under 18 years. Patients under
18 have an increased risk of side effects such as
suicide attempts, suicidal thoughts and hostility
(predominantly aggression, oppositional behaviour
and anger) when they take SERRAPRESS 20.

You may find it helpful to tell a relative or close
friend that you are depressed or have an anxiety
disorder, and ask them to read this leaflet. You
might ask them to tell you if they think your
depression or anxiety is getting worse, or if they
are worried about changes in your behaviour.

Other medicines and SERRAPRESS 20

Always tell your healthcare provider if you

are taking any other medicine. (This includes
| y or traditional medi

Some of the medicines that should not be used in

combination with SERRAPRESS 20 are:

* medicines called monoamine oxidase inhibitors
(MAOQIs) including moclobemide and linezolid,
(see Do not take SERRAPRESS 20)

* debrisoquine (@ medicine used to treat high

blood pressure), as SERRAPRESS 20 may

increase debrisoquine’s effect
i (used to treat i

to wear out easily, difficulty
spells when the mind goes blank, |rr|tab|||ty
muscle tension, or sleep disturbance.

2. What you need to know before you take
SERRAPRESS 20

Do not take SERRAPRESS 20:

if you are hypersensitive (allergic) to paroxetine,
or to any of the ingredients of SERRAPRESS 20
(see section 6)

if you are taking other medicines for depression
called monoamine oxidase inhibitors (MAQIs,
including moclobemide and linezolid), or have
taken them at any time within the last two
weeks. Your doctor will advise you how you
should begin taking SERRAPRESS 20 once you
have stopped taking the MAOI. You should also
not start taking MAQ inhibitors for two weeks
after SERRAPRESS 20 treatment is terminated
SERRAPRESS 20 should not be used for children
and adolescents under the age of 18 years. (see
Take special care with SERRAPRESS 20)

if you have epilepsy or a history of seizures/fits
if you are taking a medicine containing
pimozide or thioridazine (to treat a mental
disorder), as SERRAPRESS 20 may cause
aserious irregular heart beat which can be
fatal when taken in combination with these
medicines

if you have porphyria (an enzyme disorder with
symptoms such as severe abdominal pain, pain
in your chest, back or legs, vomiting or a rapid
heartbeat

if you are pregnant or breastfeeding your baby
(see Pregnancy).

Warnings and precautions

Take special care with SERRAPRESS 20

Talk to your doctor before taking SERRAPRESS 20:
if you are an adolescent or young adult aged
less than 18 years

if you are depressed and/or have anxiety
disorders, you can sometimes have thoughts
of harmmg or killing yourself. These may be
increased when first starting antidepressants,
since these medicines take time to work
(usually about two weeks but sometimes
longer)

if you have previously had thoughts about
killing or harming yourself

your doctor will monitor your treatment and
your progress carefully for the first few weeks.
If you have any thoughts of harming or killing
yourself at any time, contact your doctor
Immediately or go to a hospital straight away
do not stop taking SERRAPRESS 20 without
telling your doctor. If you stop taking your
SERRAPRESS 20 film coated tablets suddenly,
you may experience withdrawal effects (see
Possible Side Effects)

if you suffer from epilepsy or seizures (fits)

if you experience a feeling of restlessness,
usually within the first few weeks of treatment
(see Possible Side Effects)

if you are taking other similar medicines

for a mental condition as this may lead to
Neuroleptic Malignant Syndrome, a life-
threatening condition with symptoms such as
rigid muscles and fever

if you take medicines containing oxitriptan

or L-tryptophan (to treat mood disorders), as
you may be at risk of serotonergic syndrome
(a condition with symptoms such as agitation
or restlessness, dilated pupils and heavy
sweating)

conditions), as SERRAPRESS 20 may increase
the effect of risperidone

fentanyl, mivacurium and suxamethonium
(used in general anaesthesia) and tramadol or
pethidine (for pain)

lithium (used to treat depression), as
SERRAPRESS 20 may increase the effect of
lithium

phenytoin or phenobarbitone (used in

the treatment and prevention of seizures

in epilepsy) may decrease the effect of
SERRAPRESS 20 and lead to symptoms such
as diarrhoea and nervousness

pimozide (used to treat schizophrenia), as
SERRAPRESS 20 may cause a serious irregular
heart beat when taken in combination with
pimozide

(used to treat Parkinsoni
SERRAPRESS 20 may increase the effect of
procyclidine
aspirin, ibuprofen or other medicines called
NSAIDs (nonsteroidal anti-inflammatory
medicines) used for pain and inflammation, as
these NSAIDs may cause increased bleeding
sumatriptan (used to treat migraine)
theophylline (used in the treatment of asthma)
tamoxifen (used to treat breast cancer), as
SERRAPRESS 20 may reduce the effect of
tamoxifen
the effect of SERRAPRESS 20 is not affected, or
only marginally affected by food, antacids and
propranolol
digoxin (used in the treatment of heart failure),
as SERRAPRESS 20 may decrease the effect of
digoxin
cimetidine (a medicine used to treat heart burn
and stomach ulcers) may increase the effect of
SERRAPRESS 20
spartein (used to treat heart conditions), as
SERRAPRESS 20 may increase the effect of
spartein
propafenone (used to treat an irregular
heartbeat) or metoprolol used to treat high
blood pressure, as SERRAPRESS 20 may
increase the effect of these medicines
tryptophan (an amino acid supplement),
linezolid (an antibiotic), other SSRIs, or St John’s
Wort (sometimes used for depression), as taking
these medicines with SERRAPRESS 20 may
lead to a condition called “serotonin syndrome”
with symptoms such as fits, shaking,
restlessness and irritability
warfarin or other medicines preventing blood
clots as the use of SERRAPRESS 20 may resuit
in bleeding
tricyclic antidepressants such as clomipramine,
nortriptyline, amitriptyline, imipramine and
desipramine, as SERRAPRESS 20 may increase
effect of the tricyclic antidepressants
the use of alcohol with SERRAPRESS 20 is not
recommended. (see Take special care with
SERRAPRESS 20)

o fosamprenavir and ritonavir used to treat HIV.

SERRAPRESS 20 with food and drink
SERRAPRESS 20 film coated tablets should be
taken once a day in the morning with food and
should be swallowed not chewed.

Do not drink alcohol while you are taking
SERRAPRESS 20. Alcohol may worsen your
side effects.

Pregnancy, breastfeeding and fertility

If you are pregnant or breastfeeding, think you
may be pregnant or are planning to have a baby,
please consult your doctor, pharmacist or other
healthcare provider for advice before taking this
medicine.

Pregnancy
You should not take SERRAPRESS 20 whilst
pregnant (see Do not take SERRAPRESS 20).

If you are already taking SERRAPRESS 20 and
have just found out that you are pregnant you
should talk to your doctor immediately. This

is because some studies have suggested an
increase in the risk of heart defects in babies
whose mothers received SERRAPRESS 20 in the
first few months of pregnancy.

In late pregnancy, increased risk of persistent
pulmonary hypertension with symptoms such
as rapid breathing, lack of oxygen and/or heart
problems. At the end of pregnancy, the increased
risk of heavy vaginal bleeding shortly after birth
especially in patients with a history of bleeding
disorders. Therefore, SERRAPRESS 20 should
not be used in pregnancy (see Do not take
SERRAPRESS 20).

Your doctor may decide that it is better for you to
gradually stop taking SERRAPRESS 20 while you
are pregnant.

Breastfeeding

Tell the doctor if you are breastfeeding your baby.
You should not be treated with SERRAPRESS 20
when breastfeeding your baby.

Fertility

SERRAPRESS 20 may influence the quality of your
sperm, but the effects are reversible.

Driving and using machines

SERRAPRESS 20 may cause drowsiness and
dizziness. Make sure you know how you react
1o SERRAPRESS 20 before driving a vehicle,
operating machinery, or do anything else that
could be dangerous.

Itis not always possible to predict to what extent
SERRAPRESS 20 may interfere with the daily
activities of a patient. Patients should ensure
that they do not engage in the above activities
until they are aware of the measure to which
SERRAPRESS 20 affects them.

3. How to take SERRAPRESS 20

Do not share medicines prescribed for you with
any other person. Always use SERRAPRESS 20
exactly as your doctor has told you. You should
check with your doctor or pharmacist if you
are unsure.

Adults:

The usual dose is one SERRAPRESS 20 film
coated tablet (20 mg paroxetine) once a day in the
morning, with food. The film coated tablet should
be swallowed and not chewed. Your doctor will
advise you on your film coated tablet dose, based
on your specific condition.

Children:

The safety and efficacy of SERRAPRESS 20 in
children under the age of 18 years have not been
established. SERRAPRESS 20 should therefore
not be used in the treatment of children and
adolescents under the age of 18 years.

Take your film coated tablets once a day, every
day, at about the same time each day.

Your doctor will tell you how long your treatment
with SERRAPRESS 20 will last. Do not stop
treatment early because you may experience
unwanted side effects. If you have the impression
that the effect of SERRAPRESS 20 is too strong or
oo weak, tell your doctor or pharmacist.

If you take more SERRAPRESS 20 than you
should

In the event of overdosage, consult your doctor
or pharmacist. If neither is available, contact the
nearest hospital or poison control centre.

Symptoms of overdose may include:

 vomiting, dilated pupils, fever, headache, rapid
heartbeat, muscle contractions and feeling
anxious.

Do not forget to take the product pack with you, as

well as the remaining film coated tablets.

If you forget to take SERRAPRESS 20

Take the missed dose as soon as possible.
However, if it is almost time for your next dose,
continue to take the next film coated tablet at the
usual time. Do not take a double dose to make up
for forgotten individual doses.

If you stop taking SERRAPRESS 20

DO NOT stop treatment with SERRAPRESS 20
until told to do so by the doctor. Your doctor will
usually recommend that you stop treatment
by slowly reducing the dosage over a period

of several weeks. When you stop treatment
with SERRAPRESS 20, especially if this is

done suddenly, you may experience unwanted
symptoms.

Symptoms on stopping SERRAPRESS 20
treatment may include:

Feeling dizzy or shaky (tremors), sensory
disturbances such as, pins and needles, burning
sensations and electric shock-like sensations
sleep disturbances, anxiety, agitation, irritability,
swelling headache, palpitations, nausea, feeling
confused, excessive sweating, diarrhoea.

4. Possible side effects

SERRAPRESS 20 can have side effects.

Not all side effects reported for SERRAPRESS 20
are included in this leaflet. Should your general
health worsen, or if you experience any untoward
effects while using SERRAPRESS 20, please
consult your healthcare provider for advice.

If any of the following happens, stop using
SERRAPRESS 20 and tell your doctor immediately
or go to the casualty department at your nearest
hospital:

o swelling of the hands, feet, ankles, face, lips,
mouth or throat, which may cause difficulty in
swallowing or breathing

o chest pain

o rash or itching.

These are all very serious side effects. If you have

them, you may have had a serious allergic reaction

1o SERRAPRESS 20. You may need urgent medical

attention or hospitalisation.

Tell your doctor immediately or go to the casualty
department at your nearest hospital if you notice
any of the following:

o abnormal bleeding of skin, eye or stomach,
purpura (purple spots on the skin caused by
internal bleeding from the blood vessels)
various conditions which can only be detected
by means of laboratory tests of the blood, urine
and the heart

thinking of killing yourself (suicidal ideation) and
suicidal behaviour

blurred or abnormal vision, dilation of pupils or
glaucoma (high eye pressure)

o fastirregular heartbeat

«high blood pressure or low blood pressure
(feeling dizzy when standing up)

o chest pain, difficulty in breathing

inflammation of the liver (hepattis), with

symptoms such as fatigue, loss of appetite and

muscle, joint ache or liver failure

yellowing of the skin and eyes, also called

Jaundice

seizures, shivering, rapid or slow heartbeat,

excessive sweating

lack of ability to urinate, loss of bladder control,

bladder infection

serious skin rashes including Stevens-Johnson

and toxic

These can appear as reddish target-like ‘macules

or circular patches often with central blisters on

the trunk, skin peeling, ulcers of the mouth, throat,

nose, genitals and eyes and can be preceded by

fever and flu-like symptoms (very rare side effects,

potentially life threatening).

These are all serious side effects. You may need
urgent medical attention.

Tell your doctor if you notice any of the following:
Frequent side effects:

* increased or decreased appetite, weight gain,
anorexia, increased risk of abdominal bleeding,
increased or decreased blood sugar levels,
increased cholesterol levels

not sleeping well (insomnia) or feeling sleepy,
agitation

drowsiness, feeling dizzy or shaky (tremors),
twitching, headache, fatigue

blurred or abnormal vision

© yawning

constipation, diarrhoea, dry mouth, nausea,
vomiting, indigestion, abdominal pain,
excessive gas (wind), heart bur, stomach pain,
feeling bloated

 excessive sweating

o sexual dysfunction.

Less frequent side effects:
* bruising
* feeling confused, having hallucinations (strange
visions or sounds) memory loss, impaired

ion, feeling anxious
children), depersonalisation (a feeling where
your thoughts and feelings seem unreal or not
1o belong to yourself), panic attacks, inability to
sit still, manic reactions
migraine (very severe headache), restlessness,
nervousness, abnormal dreams, an abnormal
sensation, typically tingly or prickly (“pins and
needles”), overactive/over-responsive muscle
reflexes, jerking of the muscles
anisocria (characterised by unequal size of the
eye pupil), mydriasis (dilation of the pupil of the
eye)

sinusitis, bronchitis, coughing, sore throat,
blocked, red runny nose

swelling in any part of the body, skin rashes or
Iother skin conditions, sensitivity to sunlight, hair
oss

muscle pain or weakness, joint pain, absence
of or decrease in body movements and bone
ractures

spontaneous flow of milk from the breasts,
painful erection, painful or abnormal
menstruation

swelling of feet and legs (peripheral oedema),
feeling weak, unusual tiredness or weakness.

The following side effects have been reported but
the frequency for them to occur is not known:
low levels of sodium in the blood

ringing or buzzing noise in one or both ears
(tinnitus)

persistent watery diarrhoea (colitis)

sensitivity to sunlight, hives

heavy vaginal bleeding shortly after birth
(postpartum haemorrhage) see section 2 for
more information.

If you notice any side effects not mentioned in this
leaflet, please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor,
pharmacist or nurse. You can also report side
effects to SAHPRA via the Med Safety APP
(Medsafety X SAHPRA) and eReporting platform
(who-umc.org) found on SAHPRA website.

By reporting side effects, you can help provide
more information on the safety of SERRAPRESS 20.
You can also send an email directly to the company,
pharmacovigilance@pharmadynamics.co.za, to
ensure safety of the product.

5. How to store SERRAPRESS 20

Store all medicines out of reach of children.
HDPE bottles: Store at or below 25 °C.

Blisters: Store at or below 30 °C.

Protect from light.

Store film coated tablets in the original container
until required for use.

Do not use after the expiry date stated on the
carton.

Return all unused medicine to your pharmacist.
Do not dispose of unused medicine in drains or
sewerage systems (e.g. toilets).

6. Contents of the pack and other information
What SERRAPRESS 20 contains:

The active ingredient is paroxetine.

Each SERRAPRESS 20 film coated tablet contains
20 mg paroxetine.

The other ingredients are:

Eudragit, magnesium stearate, mannitol,
microcrystalline cellulose, Opadry AMB White,
sodium starch glycolate.

What SERRAPRESS 20 looks like and contents
of the pack

SERRAPRESS 20: White, round, coated, biconvex
film coated tablets, diameter 10 mm, scored on
one face and marked with P20 on the other.

PVC/PVDC & PVC/Aluminium blister packs of

30 film coated tablets, contained in a printed
outer carton.

High density polyethylene bottle with a white
polypropylene cap provided with a compartment
for desiccant, containing 30 film coated tablets*.
*Not all pack types may be marketed.
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PASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS[S5
SERRAPRESS 20 Fimbedeide tabete

SERRAPRESS 20 bevat suikeralkohol
(Mannitol 133,6 mg)

Lees hierdie hele inligtingshlad deegllk deur,
voordat u begin om SERAPRESS 20 te gebruik
Hou hierdie inligtingsblad. Dit mag nodig wees vir
uom dit weer te lees.

Indien u verdere vrae het, vra asseblief u

dokter, apteker, verpleegkundige, of ander
gesondheidsorgverska er.

ERRAPRESS 20 is vir u persoonlik voorgeskryf
en u moet nie u medisyne met ander mense deel
nie. Dit mag skadelik wees vir hulle, selfs al is
hulle simptome dieselfde as u eie.

Inhoud van hierdie inligtingsblad
. Wat SERRAPRESS 20 is en waarvoor dit gebruik

word

Wat u nodig het om te weet, voordat u
SERRAPRESS 20 neem

Hoe om SERRAPRESS 20 te neem
Moontiike newe-effekte

Hoe om SERRAPRESS 20 te bewaar
Verpakkingsinhoud en ander inligting

1. Wat SERRAPRESS 20 is en waarvoor dit
gehruik word )

aroksetien gd\e aktiewe bestanddeel in
SERRAPRESS 20) behoort aan 'n groep medisyne
wat SSHIs genoem word (selektiewe serotonien
heropname inhibitors).
Almal het 'n bestanddeel in die brein wat serotonien
genoem word. Mense wie depressief of angstig is,
het laer serotonienviakke as ander. Daar word nie
volkome verstaan hoe paroksetien en ander SSHis
werk nie, maar dit mag help om die serotonienviak
in die brein te verhoog. Die gepaste behandeling
van depressie of angsversteurings is belangrik om
u'te help herstel.

SERRAPRESS 20 word gebruik vir 'n verskeidenheid
van emosionele probleme.

depressie

Voortdurende depressie, wat met u vermog om te
funksioneer, inmeng.

obsessief kompulsiewe steuring (OKS)

'n Toestand wat geidentifiseer word, deur

 indien u maniese episodes ervaar (ooraktiewe
optrede, of gedagtes)

« indien u tamoksifen neem (gebruik om
borskanker te behandel)

* indienu med|syne neem om bloedstolling te

verhoed, of 'n nmgP %toon om maklik te bloei,

aangesien SERRAPRESS 20 die risiko vir bloedmg

mag verhoog

indien u swanger is en u dokter SERRAPRESS 20

voorgeskryf het, die maand voordat u baba gebore

word, aangesien daar 'n risiko vir uitermatige

bloeding is na kindergeboorte

indien u’n medisyne wat risperidoon bevat (om 'n

geestesversteuring te behandel) neem, aangesien

dit mag lei tot toksisiteit (sien Die neem van ander

medisyne saam met SERRAPRESS 20)

indien u alkohol gebruik, aangesien SERRAPRESS 20

nie saam met alkohol gebruik moet word nie

vertel u dokter, indien u enige onverklaarbare

beenpyn, gevoellgheld swelling, of kneusing

ervaar. SERRAPRESS 20 mag verband hou met

beenfrakture

indien u 'n hartversteuring het

indien u aan gloukoom ly ('n oogtoestand, wat

mag lei tot beskadiging van die optiese senuweg)

indien u diabetes het, aangesien die dosis van u

medisyne, aangepas mag word

indien u nier-, of lewerprobleme het

indien u beplan om swanger te raak, aangesien

die gebruik van SERRAPRESS 20 tydens die

Swangerskap, borsvoeding en fertiliteit
Indien u swanger is of u baba borsvoed, vermoed
dat u swanger mag wees, of 'n baba beplan,
raadpleeg asseblief u dokter, apteker, of ander
gesondheidsorgverskaffer vir advies, voordat u
hierdie medisyne neem.

Swangerskap
U moet nie SERRAPRESS 20 neem, terwyl u swanger
is nie (sien Moet nie SERRAPRESS 20 neem).

Raadplee%u dokter onmiddellik, indien u alreeds
SERRAPRESS 20 neem, en pas uitgevind het dat

u swanger is. Die rede hiervoor is dat sommige
studies, 'n risiko vir hartdefekte by babas wie se
moeders SERRAPRESS 20 tydens die eerste paar
maande ontvang het, aangedui het.

Tydens die laatstadium van swangerskap, is daar

"n verhoogde risiko vir voortdurende pulmonére
hipertensie, met simptome s00s vinnige asemhaling,
tekort aan suurstof en/of hartprobleme. Aan die
einde van die swangerskap, is daar 'n verhoogde
risiko vir swaar vaginale bloeding, kort na

geboorte, veral by pasiénte met 'n geskiedenis van
bloedingsversteurings. SERRAPRESS 20 moet dus
nie tydens swangerskap geneem word nie (sien
Moet nie neem, afdeling).

U dokter mag besluit dat dit meer voordelig is vir u
om die gebruik van SERRAPRESS 20 geleidelik te
onttrek, terwyl U swanger is.

eerste 3 maande van
in die baba mag veroorsaak (sien §wangerskap
en borsvoeding)

medisyne soos SERAPRESS 20 (ook SSHIs
genoem), mag simptome van seksuele
wanfunksie toon (sien Moontlike newe-effekte).
In sommige gevalle, het hierdie simptome
voortgeduur nadat behandeling gestaak is.

Neem spesiale sorg met SERRAPRESS 20, indien
U ouer as 65 jaar is, aangesien SERRAPRESS 20
"n afname in die hoeveelheid natrium in u bloed
mag veroorsaak, wat tot simptome soos swakheid,
slaperigheid en Iusteloosheld mag lei. Indien u
hierdie probleme ervaar, kontak asseblief u dokter
50 gou as moontlik.

Kinders en adolessente jonger as 18 jaar
SERRAPRESS 20 moet nie deur kinders en
adolessente jonger as 18 jaar gebrulk word nie.
Pasiénte jonger as 18 jaar toon 'n verhoging in
risiko vir newe- eﬁekte s00s selfmoordpogings,

ongewenste, maar hardnekkig
gedagtes, en/of onredelike rituele wat u
gedwonge vind om te herhaal.

sosmle bie

’n Toestand wat gekenmerk word deur 'n sterk
vrees om deur ander beoordeel, of verneder

te word en kom kenmerkend as skaamheid of
verhoogvrees so intens, dat dit met u werk en
sosiale lewe inmeng, voor.

paniekversteuring

'n Verlammende emosionele probleem, wat
gekenmerk word deur skielike aanvalle van ten
minste vier van die volgende simptome: vinnige
hartklop, sweet, bewing, gevoelloosheid, koue
rillings, of warm gloede, asemnood, 'n gevoel van
verstikking, borspyn, naarheid, of abdominale
ongemak, duiseligheid, of ﬂoute ‘gevoel van
onrealitet of onttrekking, vrees vir die verlies van
beheer, of vrees vir die dood.

algemene angsversteuring:

’n Siekte gekenmerk deur uitermatige
angstigheid en bekommernis, wat vir ten minste
6 maande voortduur en nie maklik beheer

kan word nie. Ware gevalle van algemene
angstigheid, gaan gepaard met ten minste drie
van die volgende S|mptome rusteloosheid, of 'n
rustelose gevoel, 'n neiging om gou ungepm e
raak, moeilike konsentrasie, of tydperke waar u
nie Kan dink nie, prikkelbaarheid, spierspanning,
of slaapsteurnisse.

2. Wat u nodig het om te weet, voordat u
SERRAPRESS 20 neem
Moet nie SERRAPRESS 20 neem:
indien u hipersensitief (allergies) is vir
paroksetien, of vir enige van die bestanddele van
SERRAPRESS 20 nie (sien afdeling 6)
indien u ander medisyne vir depressie, wat mono-
amienoksidase inhibitors (MAQIs), genoem word,
insluitend moklobemied en linesolied, neem nie,
of indien u dit enige tyd tydens die vorige twee
weke gebruik het nie. U dokter sal aandui hoe u
SERRAPRESS 20 moet begin gebruik, nadat u die
MAOI gestaak het. U moet ook nie MAQ inhibitors
vir twee weke nadat SERAPRESS 20 behandeling
gestaak is, begin gebruik nie

ERRAPRESS 20 moet nie deur kinders en
adolessente jonger as 18 jaar oud gebruik word nie
(sien Neem spesiale sorg met SERRAPRESS 20)
indien u aan epilepsie Iy, of 'n geskiedenis van
aanvalle (stwpe) het nie
indienu’n medlsyne wat pimosied of tioridasien
bevat (om 'n geestesversteuring te behandel)
neem nie, aangesien SERRAPRESS 20 'n emstige

aggressie, opp05|3|onele optrede en woede),
wanneer hulle SERRAPRESS 20 neem.

U mag dit behulpsaam vind om 'n naasbestaande,
of nabye vriend te vertel dat u depressief is, of

'n angsversteuring het en hulle vra om hierdie
inligtingsblad te lees. U mag hulle vra om u te vertel
wanneer hulle dink u depressie of angstigheid
vererger, of indien hulle bekommerd is omtrent
veranderinge in u optrede.

Ander medisyne en SERRAPRESS 20

Vertel altyd u gesondheidsorgverskaffer, indien u
enige ander medisyne neem (Dit sluit aanvullende, of
tradisionele medisyne in).

Sommige medisyne wat nie gebruik moet word in
kombinasie met SERRAPRESS 20 nie, is:

* medisyne wat mono- -amienoksidase inhibitors
(MAOIs) genoem word, insluitend moklobemied
en linesolied (sien Moet nie SERRAPRESS 20
neem)

debrisokien (‘n medisyne wat gebruik word

om hoé bloeddruk te behandell);, aangesien
SERRAPRESS 20 debrisokien se werking mag
versterk

risperidoon (gebruik om psigiatriese toestande
te behandel), aangesien SERRAPRESS 20 die
werking van risperidoon mag versterk

fentaniel, mivakurium en suksametonium
(gebruik tydens algemene narkose) en tramadol,
of petidien (vir pyn)

litium (gebruik om depressie te behandel),
aangesien SERRAPRESS 20 die werking van
litium, mag versterk

fennouen of fenobarbitoon (gebruik tydens die
behandellng en voorkoming van aanvalle tydens
epilepsie), mag die werking SERRAPRESS 20
verswak en lei tot simptome so0s diarree en
senuweeagtigheid

pimosied (gebruik om skisofrenie te behandel),
aangesien SERRAPRESS 20 'n emstige,
onreélmatige hartklop mag veroorsaak, wanneer
ditin kombinasie met pimosied geneem word
prosiklidien (gebruik om Parkinsonisme te
behandel), aangesien SERRAPRESS 20 die
werking van prosiklidien mag versterk

aspirien, ibuprofen of ander medisyne wat NSAIM
(niesteroidale anti-inflammatoriese medisyne)
genoem word en vir pyn en inflammasie gebruik
word, aangesien hierdie NSAIM, 'n verhoging in
bloeding mag veroorsaak

sumatriptan (gebruik om migraine te behandel)
teofillien (gebruik vir die behandeling van asma)
tamoksifen (gebrwk om borskanker te behandel),

hartklop mag wat
noodlottig mag wees, indien dit in kombinasie
met hierdie medisyne geneem word
indien u porfirie het nie ('n ensiemversteuring,
met simptome s00s erge abdominale pyn, pyn in
u bors, rug, of bene, braking, of 'n vinnige hartklop
indien u swanger is, of ubaba borsvoed nie (sien
Swangerskap).

Waarskuwings en voorsorgmaatreéls

Neem spesiale sorg met SERRAPRESS 20

Praat met u dokter, voordat u SERRAPRESS 20
neem:

indien u’n adolessent, of jong volwassene, jonger
as 18 jaar oud is

indien u depressief is en/of angsversteurings
het. U mag somtyds selfbesering-, of
selfmoordgedagtes ervaar. Hierdie gedagtes
mag toeneem, wanneer u antidepressante vir die
eerste keer gebruik, aangesien dit tyd neem om
te werk (?ewuunlik ongeveer twee weke, maar
somtyds langer)

indien u voorheen selfbesering-, of
selfmoordgedagtes ervaar het

u dokter sal u behandeling en u vordering
noukeurig monitor, tydens die eerste paar weke.
Indien u eni dqe selfbesenng of selfmoordgedagtes
op enige tydstip ervaar, kontak u dokter
onmiddellik, of besoek ‘dadelik n hospitaal

moet nie die gebruik van SERRAPRESS 20 staak,
sonder om u dokter te vertel nie. Indien u die

ERRAPRESS 20 die werking van
tamoksufen mag verswak

die werking van SERRAPRESS 20 word geensins,
of baie min deur voedsel, teensuurmiddels en
propranolol beinvioed

digoksien (gebruik tydens die behandeling van
hartversaking), aangesien SERRAPRESS 20 die
werking van digoksien, mag verswak

simetidien (n medisyne wat gebruik word om
sooibrand en maagsere te behandel), mag die
werking van SERRAPRESS 20 versterk

sparteien (gebruik om hartioestande te behandel),
aangesien SERRAPRESS 20 die werking van
sparteien, mag versterk

propafenoon (gebruik om onre¢imatige hartklop te
behandel), of metoprolol (gebruik om hoé bloeddruk
te behandel), aangesien SERRAPRESS 20

die werking van hierdie medisyne mag versterk
tnptofaan ('naminosuur aanvulling), linesolied

('n antibiotikum}, ander SSHIs, of Johanneskruid
(somtyds gebruik vir depreSS|e) aangesien hierdie
medisyne, saam met SERRAPRESS 20 mag lei tot
’n toestand wat “serotonien sindroom” genoem
word, met simptome so0s stuipe, bewing,
rusteloosheid en prikkelbaarheid

warfarien, of ander medisyne wat bloedklonte
verhoed, aangesien die gebruik van
SERRAPRESS 20, tot bloeding mag lei

trisikliese antidepressante so0s Klomipramien,
nortriptilien, amitriptiien, imipramien en
SERRAPRESS 20 die

gebruik van u SERRAPRESS 20 fi
fablette skielik staak, mag u onttrekkingsimptome
ervaar (sien Moontike Newe-effekte)

indien u aan epilepsie, of aanvalle (stuipe) ly
indien u 'n rustelose gevoel ervaar, gewoonlik
tydens die eerste paar weke van behandeling
(sien Moontlike Newe-effekte)

indien u ander soortgelyke medisyne vir 'n
geestestoestand neem, aangesien dit mag

lei to Neuroleptiese Maligne Sindroom, 'n
lewensbedreigende toestand, met simptome soos
stywe spiere en koors

indien u medisyne wat oksitriptaan, of
L-triptofaan bevat (om gemoedsteunngs te
behandel) neem, aangesien dit tot 'n risiko vir
serotonergiese sindroom mag lei ('n toestand

met simptome so0s agitasie, of rusteloosheid,
verwyde pupille en erge gesweet)

F5310

werking van trisikliese antidepressante mag
versterk

alkoholverbruik saam met SERRAPRESS 20, word
nie aanbevee! nie (sien Neem spesiale sorg met
SERRAPRESS 20)

fosamprenavir en ritonavir wat gebruik word om
M te behandel.

SERRAPRESS 20 saam met kos en drinkgoed
SERRAPRESS 20 filmbedekte tablette, moet een
maal daagliks, in die oggend saam met ko geneem
word en heel ingesluk en nie gekou word nie.

Moet nie alkohol gebruik terwyl u SERRAPRESS 20
neem nie. Alkohol mag u newe-effekte vererger.

Vertel u dokter indien u u baba borsvoed. U moet nie
met SERRAPRESS 20 behandel word, wanneer u
baba geborsvoed word nie.

Fertiliteit
SERRAPRESS 20 mag die kwaliteit van u sperms
beinvioed, maar hierdie effekte is omkeerbaar.

Bestuur en die hantering van masjiene
SERRAPRESS 20 mag lomerigheid en duiseligheid
veroorsaak. Maak seker dat u weet hoe u met
SERAPRESS 20 rea%eer, voordat u 'n motorvoertuig
bestuur, masjinerie hanteer, of enige ander taak
uitvoer wat gevaarlik mag wees.

Ditis nie aétxd moontlik om te voorspel tot watter
mate SERRAPRESS 20 met die daaglikse akfiwiteite
van 'n pasiént sal inmeng nie. Pasiénte moet verseker
dat hulle nie by bogenoemde aktiwiteite betrokke
raak, totdat hulle weet hoe SERRAPRESS 20 hulle
aantas nie.

3. Hoe om SERRAPRESS 20 te neem

Moet nie medisyne wat vir u vcorgeskrgf word, met
enige ander persoon deel nie. Gebruik SERRAPRESS 20
altyd presies soos deur u dokter aanbeveel word.

U moet u dokter, of apteker raadpleeg, indien u
onseker is.

Volwassenes:

Die gewone dosis is een SERRAPRESS 20
filmbedekte tablet (20 mg paroksetien) een

keer daagliks in die oggend, saam met kos. Die
filmbedekte tablet moet heel ingesluk en nie gekou
word nie. U dokter sal die dosis van u filmbedekte
fablet, in ooreenstemming met u spesifieke toestand,
aanbeveel.

Kinders

Die vemgheld en doeltreffendheid van SERRAPRESS 20
by kinders jonger as 18 jaar oud, is nie vasgestel nie.
SERRAPRESS 20 moet dus nie vir die behandeling

van kinders en adolessente jonger as 18 jaar oud,
gebruik word nie.

Neem u filmbedekte tablette een keer daagliks,
elke dag, ongeveer op dieselfde tydstip daagliks. U
dokter sal u vertel vir hoe lank u behandeling met
SERHAPRESS 20 sal duur. Mogt nie behandeling

ig staak nie, u newe-

* vinnige, onreéimatige hartklop

 hoé bloeddruk, of lae bloeddruk (voel duiselig,
wanneer u opstaan)

 borspyn, moeilike asemhaling

o inflammasie van die lewer (hepatitis), met

simptome s00s uitputting, aptytverlies en spier-

en gewrigspyne, of lewerversaking

vergeling van die vel en o€, ook geelsug genoem

aanvalle, bewing, vinnige, of stadige hartklop,

urtermatlge gesweet

verlies van die vermoé om te urineer, verlies van

blaasbeheer, blaasinfeksie

emstige veluitslag, insluitend Stevens-Johnson

sindroom en toksiese epidermale nekrolise.

Dit mag voorkom as rooierige teiken-soortige,

makules, of ronde viekke op die bolyf, dikwels met

blase in die middel, velafskilfering, sere in die mond,

keel, neus aes\agsdele €N 06 en mag voorafgegaan

word deur koors en koors- -soortige simptome (baie

skaars newe-effekte, moontlik lewensbedreigend)

Hierdie is alles ernstige newe-effekte. U mag
dringende mediese aandag benodig.

Vertel u dokter indien u enige van die volgende
opmerk:

Newe-effekte wat dikwels voorkom:

* toename of afame in eetlus, gewigstoename,
anoreksie, verhoogde risiko vir abdominale
bloeding, foename of afame in
bloedsuikerviakke, verhoogde cholesterolviakke
slaap sleg (|nsomme) of voel slaperig, agitasie
lomerigheid, voel duiselig, of bewerig (tremors),
spiertrekkings, hoofpyn, uitputting

gaap

hardlywigheid, diarree, drog mond, naarheid,
braking, indigestie, abdominale pyn, unermange
winderigheid, sooibrand, maagpyn, voel
opgeblase

uitermatige gesweet

seksuele wanfunksie.

Newe-effekte wat minder dikwels voorkom:
 kneusing

 voel verward, hallusinasies (vreemde visies of
Klanke), geheueverlies, belemmerde konsentrasie,
voel angstig (veral kinders), depersonalisasie (n
gevoel waar u gedagtes en gevoelens onwerklik
voel en nie aan uself behoort nie), paniekaanvalle,
onvermoé om stil te sit, maniese reaksies
migraine (baie erge hoofpyn), rusteloosheid,
senuweeagtigheid, abnormale drome, 'n
abnormale sensasie, tipies tintelend, of prikkelend
(“spelde en naalde”), ooraktiewe/oor-reagerende
spierreflekse, spierrukkings

anisokrie (gekenmerk deur 'n oneweredige
oogpupilgrootte), midriase (verwyding van die
oogpupil)

sinusitis, brongitis, gehoes, seer keel, toe, rooi en
loperige neus

swelling in enige gedeelte van die liggaam,
veluitslae, of ander veltoestande, sensitiwiteit vir
sonlig, haarverlies

spierpyn, of -swakheid, gewrigspyn, afwesigheid
van, of vermindering van liggaamsbewegings en
beenfrakture

spontane melkvloei vanuit die borste, pynlike
ereksie, pyniike, of abnormale menstruasie
swelling van die voete en bene (perifere edeem),
voel swak, ongewone moegheid, of swakheid.

Die volgende newe-effekte is aanaemeld, maar die
frekwensie van voorkoms is onbekend:

lae natriumviakke in die bloed

gelui of gegons in een of beide ore (tinnitus)
voortdurende, waterige diarree (kolitis)
sensitiwiteit vir sonlig, galbulte

swaar menstruele bloeding kort na geboorte

eﬂekte mag envaar,

Indien u onder die indruk is, dat die werking van
SERRAPRESS 20 té sterk, of t6 swaki is, raadpleeg u
dokter of apteker.

Indien u meer SERRAPRESS 20 neem as wat

u behoort

In die geval van oordosering, raadpleeg u dokter, of
apteker. Indien beide nie beskikbaar is nie, besoek u
naaste hospitaal, of gifbeheersentrum.

Simptome van oordosering mag die volgende insluit:

o braking, verwyde pupille, koors, hoo pyn, vinnige
hartklop, spiersametrekkings en 'n angstige
gevoel.

Moet nie vergeet om die medisyneverpakking, asook

die oorblywende tablette, saam met u te neem nie.

Indien u vergeet om SERRAPRESS 20 te neem
Neem die vergete dosis, so gou as moontlik. Indien
dit egter amper tyd is vir u volgende dosis, gaan
voort om die volgende fllmbedekte tablet op die
gewone tydstip te neem. Moet nie 'n dubbeldosis
neem, om op te maak vir die vergete, individuele
doserings nie.

Indien u die gebruik van SERRAPRESS 20 staak
MOET NIE behandeling met SERRAPRESS 20

staak, tensy u dokter so aanbeveel nie. U dokter sal
gewoonlik aanraai dat u behandeling staak, deur
geleidelik die dosis, oor 'n tydperk van etlike weke, te
verlaag. Indien u die gebruik van SERRAPRESS 20,
veral skielik, sou staak, mag u ongewenste
simptome ervaar.

Simptome wanneer SERAPRESS 20 behandeling
gestaak word, mag die volgende insluit:

Voel duiselig of bewerig (tremors), sensoriese
versteurings, s0os spelde en naalde, brandende
sensasies elektriese skok-tipe sensasies,
slaapsteurnisse, angstigheid, agitasie,
prikkelbaarheid, swelling, hoofpyn, palpitasies,
naarheid, voel verward, uitermatige gesweet, diarree.

4. Moontiike newe-effekte

SERRAPRESS 20 kan newe-effekte hé.

Nie alle newe-effekte wat vir SERRAPRESS 20
aangemeld is, word in hierdie inligtingsblad ingesluit
nie. Sou u algemene gesondheid versleg, of indien

u enige ongewenste effekte veroorsaak, terwyl u
SERRAPRESS 20 gebruik, raadpleeg asseblief u
gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die
gebruik van SERRAPRESS 20 en vertel u dokter
onmiddellik, of gaan na die ongevalle-afdeling by u
naaste hospitaal:

« swelling van die hande, voete, enkels, gesig,
lippe, mond, of keel, wat sluk en asemhaling,
mag bemoeilik

 borspyn

o yitslag of gejeuk.

Hierdie is alles baie erstige newe-effekte. Indien u

dit het, kon u'n emstige allergiese reaksie teenoor

SERRAPRESS 20 gehad het. U mag dringende

mediese aandag, of hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle-
afdeling by u naaste hospitaal, indien u enige van die
volgende opmerk:

 abnormale bloeding van die vel, 0og, of maag,
purpura (pers kolletjies op die vel, wat deur
inte[jr;e bloeding vanuit die bloedvate, veroorsaak
wor

verskeie toestande wat slegs vasgestel kan word
deur laboratoriumtoetse van die bloed, urine en
die hart

selfmoordgedagtes (selfmoordneigings) en
seffmoordgedrag

wasige, of abnormale sig, verwyde pupille, of
gloukoom (hoé oogdruk)

postp bloeding) sien afdeling 2 vir meer

inligting.
Indien u enige newe-effekte opmerk, wat nie in
hierdie inligtingsblad genoem word nie, raadpleeg
asseblief u dokter, of apteker.

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter,
apteker of verpleegkundige. U kan ook newe-effekte
aanmeld by SAHPRA via die Med Safety toepassing
(Medsafety X SAHPRA) en eReportint

platform (who-ume.org), wat op SAHPRA se
webtuiste gevind kan word.

Deur die aanmelding van newe-effekte, kan u help
om meer inligting aangaande die velllgheld van
SERRAPRESS 20 in te win. U kan ook 'n epos direk
na die maatskappy stuur, pharmacovigilance@
pharmadynamics.co.za om veiligheid van die produk
te verseker.

5. Hoe om SERRAPRESS 20 te bewaar

Bewaar alle medisyne buite die bereik van kinders.
HDPE bottels: Bewaar teen, of benede 25 °C.
Stulpstroke: Bewaar teen,of benede 30 °C.
Beskerm teen lig.

Bewaar filmbedekie tablette in die oorspronklike
houer, totdat dit benodig word vir gebruik.

Moet nie na die vervaldatum, wat op die kartonhouer
aangedui word, gebruik nie.

Neem alle ongebrulkte medisyne na u apteker terug.
Moet nie ongebruikte medisyne in dreine, of
rioolstelsels (bv. toilette), weggooi nie.

6. Verpakkingsinhoud en ander inligting
Wat SERRAPRESS 20 bevat:

Die aktiewe bestanddee! is paroksetien.

Elke SERRAPRESS 20 filmbedekte tablet bevat
20 mg paroksetien.

Die ander bestanddele is:

Eudragit, magnesiumstearaat, mannitol,
mikrokristallyne sellulose, natriumstylselglikolaat,
Opadry AMB Wit.

Hoe SERRAPRESS 20 Iyk en die
verpakkingsinhoud

SERRAPRESS 20: Wit, ronde, bedekte, bikonvekse
fimbedekte tablette, met ' 10 mm deursnee.
gegroef aan die een kant en gemerk P20 op die
ander kant.

PVC/PVDC & PVC/Aluminium stulpverpakkings van
30 filmbedekte tablette in 'n gedrukte, buitenste
kartonhouer. ’

Wit hoé digtheid poliétileenbottel, met 'n wit
polipropileendeksel met 'n kompartement vir
uitdroogmiddel, wat 30 filmbedekte tablette bevat*.
*Nie alle verpakkingstipes word noodwendig
bemark nie.
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