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water for injection.
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Traceability

Ta2 'NI9Y NIX 'WIXYT TVI'M XAD YT
The following information is intended for healthcare professionals only

In order to improve the traceability of biological medicinal products, the tradename and the

batch number of the administered product should be clearly recorded.

Instructions for use

1. This medicinal product should be prepared by a healthcare professional using aseptic

technique.

2. It must be diluted before administration.

3.  The solution for infusion is prepared by dilution of the concentrate into an infusion bag
or glass bottle containing 5% dextrose in water (D5W) or sodium chloride 9mg/ml
(0.9%) solution for infusion to a final concentration of approximately 1.2 mg/mL to
6 mg/mL. Refer to table below for dilution instructions based on patient’s indication.

Total volume of 5%

Intravenous Number of dextrose or sodium
Indication . . 600 mg/ 10 mL chloride 9 mg/mL
induction dose . .
vials (0.9%) solution for
infusion
;s 100 mL, or 250 mL,
Crohn’s disease 600 mg 1 or 500 L
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Ulcerative colitis 1,200 mg 2 250 mL, or 500 mL

N

. The solution in the vial and dilutions should not be shaken.

5. Prior to the start of the intravenous infusion, the content of the infusion bag or glass bottle
should be at room temperature.

6. Infuse the diluted solution over a period of at least one hour for the 600 mg dose; at least
two hours for the 1,200 mg dose.

7. The vial solution should not be administered concomitantly in the same intravenous line
with other medicinal products.

Each vial is for single use only and any unused medicinal product or waste material should
be disposed of in accordance with local requirements.

Storage of diluted solution:

Chemical and physical in-use stability has been demonstrated for 20 hours at 2°C to 8°C
(protected from light) or up to 8 hours at room temperature (protected from sunlight). Storage
time at room temperature begins once the diluted solution has been prepared. The infusion
should be completed within 8 hours after dilution in the infusion bag. Exposure to indoor light
is acceptable during room temperature storage and administration.

From a microbiological point of view, the prepared infusion should be used immediately. If

not used immediately, in-use storage time and conditions prior to use are the responsibility
of the user and should not be longer than 20 hours at 2°C to 8°C. Do not freeze.
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