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Please see additional Important Safety Information throughout.
Please see accompanying Prescribing Information.
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TAKE CONTROLTO A

HIGH LEVEL

Greater coverage with the highest activity for the longest time242

High factor activity : Improved PK profile compared with BeneFIX and Alprolix**
sustained after longer half-life compared greater AUC compared

7 days with a single : with BeneFIX3¢ with Alprolix“«
40 1U/kg dose'? : P<0.001 P<0.001

aCompared with BeneFIX and Alprolix.2*

®Based upon a single initial dose of Rebinyn® 40 1U/kg in a subset of 6 adults upon enrollment in the phase 3 trials. Mean FIX activity was
16.8% (1-stage assay with product-specific standard), incremental recovery was 2.34 IU/dL per IU/kg, and half-life was 83 hours.!

Phase 1 study of 15 adults administered single doses of Rebinyn® (25, 50, and 100 1U/kg) and prior product (50 IU/kg). Comparison of
incremental recovery (Rebinyn® vs SHL rFIX: 1.31 vs 0.68 IU/dL per IU/kg), half-life (93 vs 19 hours), and AUC (72 vs 7 [U x h/mL]) are for
7 patients using 1-stage assay and product-specific standard. All comparisons were significant (P<0.001). Estimated mean activity for
Rebinyn® was adjusted to a dose of 50 IU/kg to allow for comparison of dose-dependent parameters.?

d9Based upon a phase 1 study of 15 patients administered a single dose of Rebinyn® 50 IU/kg compared with a single dose of Alprolix
50 IU/kg using both 1-stage and chromogenic assays. The standard Alprolix dose of 50 IU/kg was administered for both products to
allow for comparison of dose-dependent parameters; dose-normalized to 50 IU/kg to reflect minor differences in doses administered.
Comparisons were significant (P<0.001) for both assays; 1-stage results for Rebinyn® vs Alprolix included AUC (96.6 vs 22.0 IU x h/mL),
incremental recovery (1.7% vs 0.8% per IU/kg), and FIX at 7 days (19% vs 3%).4

® Rebinyn® is not approved for routine prophylaxis

* Animals given repeat doses of Rebinyn® showed accumulation of PEG in the choroid plexus.
The potential clinical implications of these animal findings are unknown

INDICATIONS AND USAGE

Rebinyn®, Coagulation Factor IX (Recombinant), GlycoPEGylated, is a recombinant DNA
derived coagulation Factor IX concentrate indicated for use in adults and children with
hemophilia B for on demand treatment and control of bleeding episodes and perioperative
management of bleeding.

Limitations of Use: Rebinyn® is not indicated for routine prophylaxis or for immune tolerance
induction in patients with hemophilia B.

Please see additional Important Safety Information.
Please see accompanying Prescribing Information.

. Novo Nordisk Inc., 800 Scudders Mill Road, Plainsboro, New Jersey 08536 U.S.A. =
Rebinyn® and MixPro® are registered trademarks of Novo Nordisk Health Care AG. re ' r
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