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The following information is intended for healthcare
professionals only:
POSOLOGY AND METHOD OF ADMINISTRATION
Posology
Body weight up to 84 kg
- One intravenous injection of 50 U/kg body weight.
Body weight of 84 kg or greater
- One intravenous injection of 4200 U (2 vials).
In the majority of cases a single dose of Ruconest is sufficient
to treat an acute angioedema attack.
In case of an insufficient clinical response, an additional dose
(50 U/kg body weight up to 4200 U) can be administered, at
the discretion of the physician.
Not more than two doses should be administered within
24 hours.

Dose calculation

Determine the patient’s body weight.

Body weight up to 84 kg

- For patients up to 84 kg calculate the volume required to be
administered according to the formula below:

Volume to be body weight (k .
administered = timis sog(Ulf(gg)) = M&?gh—t(l—‘m
(ml) 150 (U/ml)

Body weight of 84 kg or greater

- For patients of 84 kg or above the volume required to be
administered is 28 ml, corresponding to 4200 U (2 vials).

Reconstitute each vial with 14 ml water for injections (see

section on Reconstitution below).

The reconstituted solution in each vial contains 2100 U conestat

alfa at 150 U/ml.

The required volume of the reconstituted solution should be

administered as a slow intravenous injection over approximately

5 minutes.

SPECIAL PRECAUTIONS FOR DISPOSAL AND OTHER
HANDLING

Each vial of Ruconest is for single use only.

An aseptic technique should be used for reconstitution,
combining and mixing the solutions.

Reconstitution

Each vial of Ruconest (2100 U) should be reconstituted with
14 ml water for injections. Water for injections should be added
slowly to avoid forceful impact on the powder and mixed gently
to minimise foaming of the solution. The reconstituted solution
in each vial contains 2100 U conestat alfa at 150 U/ml and
appears as a clear colourless solution.

The reconstituted solution in each vial should be inspected
for particulate matter and discoloration. A solution exhibiting
particulates or discoloration should not be used.

The medicinal product should be used immediately.

Shelf life of the reconstituted solution

Reconstituted drug product is stable for 48 hours when stored
between 5°C and 25°C. From a microbiological point of view,
the medicinal product should be used immediately. If not used
immediately, in-use storage times and conditions prior to use
are the responsibility of the user and would normally not be
longer than 24 hours at 2 to 8°C, unless reconstitution has taken
place in controlled and validated aseptic conditions.

Any unused medicinal product or waste material should be
disposed of in accordance with local requirements.
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