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Elevidys® [delandistrogene moxeparvovec
1.33 x 10* vector genomes (vg)/ml]
Solution for infusion
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ELEVIDYS is indicated for the treatment of ambulatory pediatric patients aged 4 to under 8
years with Duchenne muscular dystrophy (DMD) with a confirmed mutation in the DMD gene.
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Roche Pharmaceuticals (Israel) Ltd. 6 Hacharash St. Tel. + 972-9-9737777
P.0.B. 6391 Fax + 972-9-9737850
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2.3 Preparation

[...]

Preparing ELEVIDYS infusion
1. Thaw ELEVIDYS before use.

¢ When thawed in the refrigerator, ELEVIDYS vials are stable for up to 14 days in the
refrigerator (2°C to 8°C).

e Frozen ELEVIDYS vials will thaw in approximately 2 hours when placed at room
temperature (up to 25°C) when removed from original packaging.

e Thawed ELEVIDYS is stable for up to 24 hours at room temperature (up to 25°C).
[...]

7. Maintain syringes at room temperature (up to 25°C) prior to and during administration, and
use ELEVIDYS within 6 12 hours of drawing into syringe.

o Sealed ELEVIDYS thawedvials-are-stable-up-to-24-hours at room
temperature (up-to-25°C)-

¢ Once transferred from the vial to the syringe, ELEVIDYS should be infused
immediately because the medicine does not contain any antimicrobial-
preservative.

e |f ELEVIDYS is transferred from the vial to the syringe under aseptic
conditions in the healthcare environment, the medicine in the capped syringe
can be used within & 12 hours of drawing into syringe.

e Syringes should be maintained at room temperature prior to and during
administration.

2.4 Administration
[...]
3. Infuse at a rate of less than 10 mL/kg/hour.
e Do not administer ELEVIDYS as an intravenous push.

e Do notinfuse ELEVIDYS in the same intravenous access line with any other
product.

e Use ELEVIDYS within 6 12 hours after drawing into syringe. Discard the
veetor-ELEVIDY S-containing syringe(s) if infusion of the drug is has not
i ithin the 61 et i the infusionds.i L
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