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Safety Warning of Renal Dysfunction associated with the
use of Aclasta®

The Saudi Food and Drug Authority would like to provide healthcare professionals
with important renal safety information on renal dysfunction associated with the use of

zoledronic acid which is marketed under the brand name Aclasta® for the treatment and
prevention of osteoporosis. Renal failure requiring dialysis or with a fatal outcome has
occurred especially in patient with history of renal impairment or other risk factors. Risk
factors include advanced age, concomitant nephrotoxic medicinal products, concomitant

diuretic therapy or dehydration occurring after Aclasta® administration.

The following precautions should be taken to minimize the risk of renal adverse reactions:

« Aclasta® should not be used in patients with severe renal impairment (Creatinine
Clearance <30 mL/min).

« Aclasta® should be used with caution when concomitantly used with other drugs that

could impact renal function.

« Creatinine clearance should be calculated before each treatment with Aclasta®

followed by periodic monitoring of serum creatinine in patients with risk factors.
Transient increase in serum creatinine may be greater in patients with underlying
impaired renal function.

» Patients should be Adequately hydrated prior to and following administration of

Aclasta®, especially elderly patients and those receiving diuretic therapy.

* A single dose of Aclasta® should not exceed 5 mg and the duration of infusion
should be no less than 15 minutes.

Report adverse drug reaction to the SFDA :

For more information, please visit the Saudi Food and Drug Authority website
www.sfda.gov.sa . To report and adverse drug reaction using online reporting form, you can

visit the website of the National Pharmacovigilance Center at : www.sfda.gov.sa/npc or by
reporting to the fax number :012057662.
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