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Hepcludex powder for solution for injection
(bulevirtide 2 mgl/vial)
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Hepcludex is indicated for the treatment of chronic hepatitis delta virus (HDV)
infection in plasma (or serum) HDV-RNA positive adult patients with compensated

liver disease.
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4.8 Undesirable effects

Description of specific adverse reactions and additional information

Total Bile Salts Increased

Asymptomatic bile salt elevations, associated with the mechanism of action of Hepcludex,
were reported as adverse events very commonly in 20.3% of patients in clinical studies of
Hepcludex 2 mg; the bile salt elevations resolved upon discontinuation of Hepcludex.
Due to renal excretion of bile salts, elevation of bile salts may be greater in patients with
renal impairment.

6.5 Special precautions for disposal and other handling

Reconstitution Instructions

o Aseptically reconstitute Hepcludex lyophilized powder by adding 1 mL of sterile water for
injection to the Hepcludex vial.

e Carefully tap and then roll the vial between the hands to dissolve the powder. Complete
dissolution might take up to 3 minutes.

o Completely dissolved Hepcludex should be clear without foam. If the Hepcludex solution
appears foamy, allow more time for the powder to dissolve.

¢ If there are bubbles in the solution, gently tap the vial until they disappear.

o If there are particles in the solution once the powder is (completely) dissolved, do not use
that vial of solution.

e Use reconstituted product immediately, however if this is not possible, it can be stored for
up to 2 hours at a temperature of up to 25°C. Do not refrigerate.

e The volume for the dose to be administered has to be extracted from the Hepcludex vial
back into the same syringe with the same needle tip-used beforehand for injecting the
sterile water into the Hepcludex vial.

e Then remove the needle tip-from the syringe. Attach a needle tip-for subcutaneous
injection to this syringe and remove all remaining air bubbles from the syringe prior to
injection.



