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Sodium chloride, sodium citrate dihydrate, polysorbate 80, citric acid anhydrous,
water for injection.
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The following information is intended for healthcare professionals only:

Do not use Omvoh that has been frozen.

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

Dilution prior to intravenous infusion

1.

Each vial is for single use only.

Prepare the infusion solution using aseptic technique to ensure the sterility of the
prepared solution.

Inspect the content of the vial. The concentrate should be clear, colourless to slightly
yellow and free of visible particles. Otherwise, it should be discarded.

Withdraw 15 mL of the mirikizumab vial (300 mg) using an appropriately sized needle
(18 to 21 gauge is recommended) and transfer to the infusion bag. The concentrate
should be diluted only in infusion bags (bag size ranging from 50-250 mL) containing
either sodium chloride 9 mg/mL (0.9 %) solution for injection or 5% glucose solution
for injection. The final concentration after dilution is approximately 1.2 mg/mL to
approximately 6 mg/mL.

Gently invert the infusion bag to mix. Do not shake the prepared bag.
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Administration of the diluted solution

6.  The intravenous administration set (infusion line) should be connected to the prepared
intravenous bag and the line should be primed. The infusion should be administered for
at least 30 minutes.

7. At the end of the infusion, to ensure a full dose is administered, the infusion line should
be flushed with sodium chloride 9 mg/mL (0.9 %) solution or 5 % glucose solution for
injection. The flush should be administered at the same rate as used for Omvoh
administration. The time required to flush Omvoh solution from the infusion line is in
addition to the minimum 30 minutes infusion time.

IOMVOVL 300101



	3. كيف تستعمل الدواء؟

