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Foshan Flying Medical Products — Product safety alert

e On September 1, 2017, the FDA alerted health care professionals and patients not to use alcohol
pads or benzalkonium chloride antiseptic towelettes made by Foshan Flying Medical Products due
to the lack of sterility assurance and other quality issues.

e These products are distributed by Total Resources International and Simple Diagnostics.

Product Name NDC #

Alcohol Prep Pad 54429-0101-1, 54429-0101-2, 54429-0101-3,
54429-0101-6, 98302-0001-05

Pharmacist Choice Alcohol Prep Pad 54429-0102-1

Benzalkonium Chloride Antiseptic

54429-0103-3, 54429-0103-4, 54429-0103-5
Swab

e Alcohol pads and antiseptic towelettes are used by health care professionals and patients for
preparation of the skin prior to injection, as well as in first aid to decrease germs in minor cuts,
scrapes and burns.

— The use of these alcohol pads and antiseptic towelettes could cause infections.
— To date, the FDA has not received any adverse event reports related to the use of these
alcohol pads or antiseptic towelettes.

e Patients, health care facilities, and pharmacies that have alcohol pads and antiseptic towelettes
labeled by Total Resource or Simple Diagnostics should immediately stop using them and discard
the products.

e Patients should contact a doctor if they experienced any adverse reactions after using these
products.

e The FDA initially contacted Foshan on May 25, 2017, regarding a recall, and had several follow-up
meetings with the company. However, Foshan has not taken action to remove its alcohol pads or
antiseptic towelettes from the market.

e The FDA placed all drug products made by Foshan on import alert on May 23, 2107, to stop these
products from entering the U.S. However, the FDA is concerned these products might still be in U.S.
distribution. The FDA also sent Foshan a warning letter on August 1, 2017, for violations of current
good manufacturing practice regulations.

Q OoOPTUM optumrx.com

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.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2017 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
https://www.fda.gov/Drugs/DrugSafety/ucm574386.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
https://www.accessdata.fda.gov/cms_ia/importalert_189.html
https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2017/ucm570534.htm

