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Post Myocardial Infarction
Adjuvant treatment in secondary
prevention after myocardial
infarction, in addition to other
standard therapy (e.g. statins,
antiplatelet drugs, betablockers,
ACE inhibitors).

Hypertriglyceridaemia

Endogenous hypertriglyceridaemia
as a supplement to diet when
dietary measures alone are
insufficient to produce an adequate
response.

type IV hypertriglyceridaemia

type 1Ib/1ll in combination with
statins, when control of triglycerides
by statins is insufficient

Post Myocardial
Infarction

Adjuvant treatment in
secondary prevention
after myocardial
infarction, in addition to
other standard therapy
(e.g. statins, antiplatelet
drugs, betablockers,
ACE inhibitors).

Hypertriglyceridaemia
Endogenous
hypertriglyceridaemia
as a supplement to diet
when dietary measures
alone are insufficient to
produce an adequate

response.
. type IV

hypertriglyceridaemia
" type 1Ib/1ll in

combination with
statins, when control of
triglycerides is
insufficient

Omacor is not indicated
in exogenous
hypertriglyceridaemia
(type 1
hyperchylomicronaemia
). There is only limited
experience in
secondary endogenous
hypertriglyceridaemia
(especially uncontrolled
diabetes).

Indications




Hypersensitivity to the active
substance, to soya or peanuts, or to
any of the excipients.

Hypersensitivity to the
active substance, or to
any of the excipients..

Contraindications

Oral anticoagulants or other drugs
affecting coagulation (e.g.
acetylsalicylic acid or NSAIDs): See
section 4.4 "Special warnings and
precautions for use". Omacor has
been given in conjunction with
warfarin without hemorrhagic
complications. However, the
prothrombin time/International
normalized ratio (PT/INR) must be
checked when Omacor is combined
with drugs affecting PT/INR or
when treatment with Omacor is
stopped.

Oral anticoagulants:
See section 4.4
"Special warnings and
precautions for use".
Omacor has been given

in  conjunction  with
warfarin without
hemorrhagic

complications.

However, the
prothrombin time must
be checked when
Omacor is combined

with warfarin or when
treatment with Omacor
is stopped.

Interaction with
other medicinal
products

Because of the moderate
increase in bleeding time
(with the high dosage, i.e.

4 capsules), patients with
bleeding disorders or
receiving anticoagulant
therapy or other drugs
affecting coagulation (e.g.
acetylsalicylic acid or
NSAIDs) must be monitored
and the dosage of
anticoagulant adjusted if
necessary (see section 4.5
Interaction with other
Medicinal Products and other
forms of Interaction). Use of
this medication does not
eliminate the need for the
surveillance usually required
for patients of this type.

In the absence of efficacy and
safety data, use of this medication in
children is not recommended.

In some patients a small but
significant increase (within normal
values) in ASAT and ALAT was
reported, but there are no data
indicating an increased risk for
patients with hepatic impairment.

Because of the
moderate increase in
bleeding time (with the
high dosage, ie.
4 capsules), patients
with bleeding disorders
or receiving
anticoagulant therapy or
other drugs affecting
coagulation (e.g.
acetylsalicylic acid or
NSAIDs) must be
monitored and the
dosage of anticoagulant
adjusted if necessary
(see section 4.5).

Regular monitoring of
hepatic function (ASAT
and ALAT) is required
in patients with hepatic
impairment (in particular
with the high dosage,
i.e. 4 capsules).

Special warnings
and precautions for
use




ALAT and ASAT levels should be
monitored in patients with any signs
of liver damage (in particular with
the high dosage, i.e. 4 capsules).

Omacor is not indicated in
exogenous hypertriglyceridaemia
(type 1 hyperchylomicronaemia).
There is only limited experience in
secondary endogenous
hypertriglyceridaemia (especially
uncontrolled diabetes).

There is no experience regarding
hypertriglyceridaemia in
combination with fibrates.

Effects and ability to drive and use
machines have not been studied.
Nevertheless, Omacor is expected
to have no or negligible influence on
the ability to drive and use
machines.

No studies on the
effects on the ability to
drive and use machines
have been performed.

Effect on ability to
drive and use
machines

The frequencies of adverse
reactions are ranked according to
the following : very common (>
1/10), common (> 1/100 to < 1/10);
uncommon (>1/1000 to 1/100); rare
(>1/10000 to 1/1000); very rare (<
1/10000)

Immune system disorders:
Rare: hypersensitivity

Metabolism and nutrition
disorders:
Uncommon: hyperglycaemia, gout

Nervous system disorders:
Uncommon: dizziness, dysgeusia,
headache

Vascular disorders:
Uncommon: hypotension

Respiratory, thoracic and
mediastinal disorders:
Uncommon: epistaxis
Gastrointestinal disorders
Common: gastrointestinal disorders
(including abdominal distension,
abdominal pain, constipation,
diarrhoea, dyspepsia, flatulence,
eructation, gastro-oesophageal
reflux disease, nausea or vomiting)
Uncommon: gastrointestinal
haemorrhage

The frequencies of
study related adverse
events are ranked
according to the
following:

Common (>1/100,
<1/10); uncommon
(>1/1000 <1/100); rare
(>1/10000, <1/1000);
very rare (<1/10000),
including isolated ADRs.

Immune system
disorders:
Uncommon:
hypersensitivity

Metabolism and
nutrition disorders:
Rare: hyperglycaemia

Nervous system
disorders:
Uncommon: dizziness,
dysgeusia

Rare: headache

Vascular disorders:
Very rare: hypotension

Respiratory, thoracic
and mediastinal
disorders:

Very rare: nasal dryness

Undesirable effects




Hepatobiliary disorders:
Uncommon: liver disorders

(including transaminases increased, | disorders
alanine aminotransferase increased | Common: dyspepsia,
and aspartate aminotransferase

increased)

Skin and subcutaneous tissue

disorders:
Uncommon: rash
Rare: urticaria

Gastrointestinal

nausea
Uncommon: abdominal
pain, gastrointestinal
disorders, (gastro-
oesophageal reflux
disease, eructation,
vomiting, or
constipation),
gastroenteritis

Very rare: lower
gastrointestinal
haemorrhage

Hepatobiliary
disorders:
Rare: liver disorders

Skin and
subcutaneous tissue
disorders:

Rare: acne, rash pruritic
Very rare: urticaria

Investigations:

Very rare: white
blood count increased,
blood lactate
dehydrogenase
increased
transaminases
increased
The following adverse
event has been reported
spontaneously during
postmarketing use of
Omacor (frequency
unknown).

Blood and lymphatic
system disorder:
Haemorrhagic diathesis
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