i

UNITED ARAB EMIRATES ISR 5.l d st Sy Les
MINISTRY OF HEAITH [Nl o . vi5 5,

'r ‘mm«ul

JW!&Jﬂla\s\’\l} {2 [02/2015:5 {m|
5 [103 /> @A
Cra_giaall Al ghliall ¢ jaa fualdy) 3l

Oa_siaall daldll g 4 gSal) il o jaa [ JualBy Balud)

il gl paaliuall (e Baal g ALl aladiad (pe pdad ;£ gsgal)

Fluconazole Injection, USP, 200mg/100m!l
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Baxter — Recall of Fluconazole Injection

» On December 23, 2014, Baxter announced a user-level recall of one lot of fluconazole injection as a
result of leaks from the bag seam.

The recalled lot was distributed between May 28, 2014 and November 20, 2014. The recalled lot is
listed below.

Product De: mn
Fluconazole injection, 200 mg/100

mL., Intravia plastic container 00338-6046-48 P318394 (5/31/2016)

Fluconazole injection is indicated for the following:
— Treatment of oropharyngeal and esophageal candidiasis
— Treatment of cryptococcal meningitis

— To decrease the incidence of candidiasis in patients undergoing bone marrow transplantation
who receive cytotoxic chemotherapy and/or radiation therapy

A leak of the intravenous solution bag represents an opening where contamination of the solution
may result. If contaminated solution is administered, a patient may develop a bloodstream infection.
Additionally, air may be aspirated in the fluid path during therapy with a leaking container and may
result in serious adverse health consequences. A delay of therapy and reduced antifungal effect due
to loss of active substance may result in serious adverse health consequences.

— Baxter has not received reports of any adverse events or patient injury related to this issue.

Baxter initiated an investigation and corrective actions will be implemented as root cause(s) are
identified.

« Anyone with an existing inventory of the recalled product should stop use and distribution, and
quarantine the product immediately.

. Contact Baxter at 1-888-229-0001 to arrange for product return.

« For additional information regarding the recall, contact Baxter at 1-800-422-9837.
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OptumRx specializes in the delivery, clinical management and affordability of prescription medications and consumer health
products. We are an Optum™ company — a leading provider of integrated health services. Learn more at optum.com.

All Optum™ trademarks and logos are owned by Optum, Inc. All other brand or product names are
trademarks or registered marks of their respective owners.

©2014 Optum, Inc. All rights reserved.



