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Sun - Recall of Fyremadel® (ganirelix acetate) injection

e On April 18, 2023, Sun announced a consumer-level recall of one lot of Fyremadel (ganirelix
acetate) injection because glass particulate was observed in one syringe.

— Other Fyremadel injection products are available for patients to use.

Product Description NDC Lot number
Fyremadel (ganirelix acetate)
injection, 250 mcg/0.5 mL

55566-1010-1 HAD1190A

e Fyremadel injection is indicated for the inhibition of premature luteinizing hormone surges in
women undergoing controlled ovarian hyperstimulation.

¢ To date, Sun has not received any reports of adverse events with this lot number related to this
recall.

e Contact Sun by phone at 1-800-406-7984 or by email at drug.safetyUSA@sunpharma.com for
questions regarding this recall.

Optum

At Optum, we help create a healthier world, one insight, one connection, one person at a time. All Optum trademarks and logos are owned by Optum, Inc., in
the U.S. and other jurisdictions. All other trademarks are the property of their respective owners. This document contains information that is considered
proprietary to Optum Rx and should not be reproduced without the express written consent of Optum Rx. RxNews® is published by the Optum Rx Clinical
Services Department.

©2023 Optum, Inc. All rights reserved. ORX6547968A-TEMPLATE_220208 optum.com/optumrx


https://uhgazure.sharepoint.com/sites/CST/CNS/Clinical%20News%20Summary%20Archive/Forms/AllItems.aspx?csf=1&web=1&e=bmE1pa&cid=08cb348a%2D510e%2D4aee%2Db42c%2D9518457cc9a5&FolderCTID=0x012000274152BEE7FEA14B9A328F6550485C40&id=%2Fsites%2FCST%2FCNS%2FClinical%20News%20Summary%20Archive%2F2023%20Clinical%20News%20Summaries%2FQ2%2FFYREMADEL%20Product%20Recall%5F4%2E18%2E2023%2Epdf&viewid=0e68bf49%2D8e35%2D4970%2D9bd7%2Da2178361f738&parent=%2Fsites%2FCST%2FCNS%2FClinical%20News%20Summary%20Archive%2F2023%20Clinical%20News%20Summaries%2FQ2
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5f0908b5-3551-47fd-95f7-3669b0dff7f1
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5f0908b5-3551-47fd-95f7-3669b0dff7f1
mailto:drug.safetyUSA@sunpharma.com

