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albutrepenonacog alfa
(Recombinant Coagulation Factor IX, Aloumin Fusion Protein)

Idelvion 250 IU pim'rmx
Idelvion 500 IU pim'7mx
Idelvion 1000 IU pim'7mx
Idelvion 2000 IU pin'71x
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Albutrepenonacog alfa 250 [U/ 500 1U/ 1000 1U/ 2000 1U
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Treatment and prophylaxis of bleeding in patients with haemophilia B (congenital factor IX

deficiency).
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4.4 Special warnings and precautions for use
Inhibitors

Formation of inhibitor to factor IX has been reported during factor replacement therapy with IDELVION
in the treatment of haemophilia B. After repeated treatment with human coagulation factor IX products,
patients should be monitored for the development of neutralising antibodies (inhibitors) that should be
quantified in Bethesda Units (BU) using appropriate biological testing.

[...]
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4.8 Undesirable effects

[..]

Patients with haemophilia B may develop neutralising antibodies (inhibitors) to factor IX. If such inhibitors
occur, the condition will manifest itself as an insufficient clinical response. In such cases, it is recommended
that a specialised haemophilia centre be contacted. Inhibitor development was reported in an ongoing clinical
study with previously untreated patients. Inhibitor development has been observed in previously treated patients
in the post-marketing experience with IDELVION.

[...]

MedDRA Standard System Adverse reactions Frequency per patient

Organ Class

Blood and lymphatic disorders | FIX inhibition/Inhibitor Not known
development
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