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For Arixtra 2.5mqg/0.5ml:

Prevention of Venous Thromboembolic Events (VTE) in adults undergoing major orthopaedic
surgery of the lower limbs such as hip fracture major knee surgery or hip replacement surgery.
Prevention of Venous Thromboembolic Events (VTE) in adults undergoing abdominal surgery
who are judged to be at high risk of thromboembolic complications such as patients

undergoing abdominal cancer surgery.

Prevention of Venous Thromboembolic Events (VTE) in adults medical patients who are judged
to be at high risk for VTE and who are immobilised due to acute illness such as cardiac
insufficiency and/or acute respiratory disorders and/or acute infectious or inflammatory disease.
Treatment of unstable angina or non-ST segment elevation myocardial infarction (UA/NSTEMI)
in adults for whom urgent ( < 120 mins) invasive management (PCI) is not indicated.

Treatment of ST segment elevation myocardial infarction (STEMI) in patients who are managed
with thrombolytics or who initially are to receive no other form of reperfusion therapy.

For Arixtra 7.5mqg/0.6ml:

Treatment of adults with acute Deep Vein Thrombosis (DVT) and treatment of acute Pulmonary
Embolism (PE), except in haemodynamically unstable patients or patients who require
thrombolysis or pulmonary embolectomy.
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4.4 Special warnings and precautions for use
[***]
Patients with Heparin Induced Thrombocytopenia
[***]
Fondaparinux does not bind to platelet factor 4 and does not usually cross-react with
sera from patients with Heparin Induced Thrombocytopenia (HIT) type 1l. However,
rare spontaneous reports of HIT |n patlents treated with fondaparlnux have been
received. A
eceurrence-of HiFhas-notbeen-established-
[***]

4.8 Undesirable effects

[***]

System organ class Adverse reactions in patients | Adverse reactions in
MedDRA undergoing major orthopaedic | medical patients
surgery of lower limbs and/or
abdominal surgery
[***]
Immune system disorders Rare: allergic reaction (including e Gllisi)e (e lon

(including very rare reports
of angioedema,
anaphylactoid/anaphylactic
reaction

very rare reports of angioedema,
anaphylactoid/anaphylactic
reaction)
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4.4 Special warnings and precautions for use

[***]

Patients with Heparin Induced Thrombocytopenia

[***]

Fondaparinux does not bind to platelet factor 4 and does not usually cross-react with
sera from patients with Heparin Induced Thrombocytopenia (HIT) type 1l. However,
rare spontaneous reports of HIT |n patlents treated with fondaparlnux have been
received.
oeceurrence-of HH-has-net been-established-

[***]
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