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sodium chloride, monobasic sodium phosphate, dibasic sodium phosphate, polysorbate
80, and water for injection.
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The following information is intended for healthcare professionals only:

e Inspect Tzield visually before use (the supplied solution is clear and
colorless). Do not use Tzield if particulate matter or coloration is seen.

e Prepare Tzield using aseptic technique. Each vial is intended for single
dose only.

¢ Prepare a:

o Sterile glass vial with 18 mL of 0.9% Sodium Chloride Injection or
o Polyvinylchloride (PVC) infusion bag with 18 mL of 0.9% Sodium
Chloride Injection.

* Remove 2 mL of Tzield from the vial and slowly add to the 18 mL of 0.9%
Sodium Chloride Injection. Mix gently by slowly inverting the vial or
rocking the infusion bag. The resulting 20 mL diluted solution contains
100 mcg/mL of teplizumab.

¢ Usingan appropriately sized syringe (e.g., 5 mL), withdraw the volume of
diluted Tzield solution required for that day's calculated dose from the 100
mcg/mL solution.

* Slowly add contents of the syringe containing the Tzield dose to a 25 mL
0.9% Sodium Chloride Injection PVC infusion bag. Gently rock the infusion
bag to ensure that the solution mixes sufficiently. Do not shake.

o Discard unused portion of remaining diluted Tzield solution in the sterile
glass vialor PVC infusion bag.

o Startthe Tzield infusion within 2 hours of preparation. If not used
immediately, store the infusion solution at room temperature [15°C to
30°C] and complete infusion within 4 hours of the start of preparation.
Discard the infusion solution if not administered within 4 hours of
preparation.



