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4. CONTRAINDICATIONS

Voluven 6% and Voluven 10%:

Do not use HES products in:

- patients with pre-existing coagulation or
bleeding disorders

- patients with intracranial bleeding

5. WARNINGS AND PRECAUTIONS
Monitor the coagulation status in patients
undergoing open heart surgery in association with
cardiopulmonary bypass as excess bleeding has
been reported with other HES solutions in this
population. Discontinue the use of Voluven at the
first sign of clinically relevant coagulopathy.

4 CONTRAINDICATIONS
+ Do not use HES products in patients with pre-existing
coagulation or bleeding disorders.
+ Do not use HES products in patients with intracranial bleeding.

5. WARNINGS AND PRECAUTIONS

5.3 Coagulopathy

Monitor the coagulation status of patients undergoing open heart
surgery in association with cardiopulmonary bypass as excess
bleeding has been reported with HES solutions in this
population. Discontinue use of VVoluven® at the first sign of
coagulopathy.

6 ADVERSE REACTIONS

6.2 Adverse Reactions in Clinical Trials

A possible relationship to Voluven® was reported in five cases
among three subjects (aPTT elevated, PT prolonged, wound
hemorrhage, anemia, pruritus). A possible relationship to
hetastarch was reported in five subjects (three cases of
coagulopathy; two cases of pruritus). The three coagulopathy
cases in the hetastarch group were serious and occurred in
subjects receiving more than the labeled ceiling dose (20
mL/kg), which is known to increase the risk of bleeding, whereas
no serious coagulopathy occurred in the Voluven® group.

4.3 Contraindications
- Intracranial or cerebral haemorrhage

4.4 Special warnings and precautions for use
In patients undergoing open heart surgery in
association with cardiopulmonary bypass the use
of HES products is not recommended due to the
risk of excess bleeding.
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