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Mannitol, sodium citrate dihydrate, water for injection.
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INFORMATION FOR THE HEALTHCARE PROFESSIONAL

How to prepare and administer Zoledronic acid Seacross

To prepare an infusion solution containing 4 mg zoledronic acid, further dilute the Zoledronic Acid
Seacross concentrate (5.0 ml) with 100 ml of calcium-free or other divalent cation-free infusion
solution. If a lower dose of Zoledronic Acid Seacross is required, first withdraw the appropriate
volume as indicated below and then dilute it further with 100 ml of infusion solution. To avoid potential
incompatibilities, the infusion solution used for dilution must be either 0.9% w/v sodium chloride or
5% wiv glucose solution.

Do not mix Zoledronic Acid Seacross concentrate with calcium-containing or other divalent
cation-containing solutions such as lactated Ringer’s solution.

Instructions for preparing reduced doses of Zoledronic Acid Seacross:
Withdraw the appropriate volume of the liquid concentrate, as follows:

4.4 ml for 3.5 mg dose
4.1 ml for 3.3 mg dose
3.8 ml for 3.0 mg dose

For single use only. Any unused solution should be discarded. Only clear solution free from particles
and discolouration should be used. Aseptic techniques must be followed during the preparation of
the infusion.

Chemical and physical in-use stability after dilution has been demonstrated for 30 hours at 2°C —
8°C and 25°C. From a microbiological point of view, the diluted solution for infusion should be used
immediately. If not used immediately, in-use storage times and conditions prior to use are the
responsibility of the user and would normally not be longer than 24 hours at 2°C — 8°C. The
refrigerated solution should then be equilibrated to room temperature prior to administration.

The solution containing zoledronic acid is given as a single 15-minute intravenous infusion in a
separate infusion line. The hydration status of patients must be assessed prior to and following
administration of Zoledronic Acid Seacross to ensure that they are adequately hydrated.

Studies with several types of infusion lines made from polyvinylchloride, polyethylene and
polypropylene showed no incompatibility with Zoledronic Acid.

Since no data are available on the compatibility of Zoledronic Acid Seacross with other intravenously
administered substances, Zoledronic Acid Seacross must not be mixed with other
medications/substances and should always be given through a separate infusion line.

How to store Zoledronic Acid Seacross

Keep Zoledronic Acid Seacross out of the reach and sight of children.

Do not use Zoledronic Acid Seacross after the expiry date stated on the pack.

Do not store the unopened vial above 25°C. Store in the original package.

The diluted Zoledronic Acid Seacross infusion solution should be used immediately in order to avoid
microbial contamination.
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